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Dear Dr. Marabelli:

We have received your comments pertaining to the May 7 through June 6, 2001, Food Safety
and Inspection Service (FSIS) audit of Italy’s meat inspection system. Enclosed is a copy of
the final audit report. Italy’s comments have been included as Attachment G to the final report.

In the July 20, 2001,letter from Dr. John C. Prucha, FSIS requested that the Government of
Italy (GOI) respond specifically as to how it planned to (1) reverse the decline in central and
regional government supervision of local inspection activities in U.S.-certified meat
establishments, (2) correct present and prevent future sanitation deficiencies in these
establishments, and (3) restore FSIS’ confidence that meat product from Italy meet the U.S.
Appropriate Level of Protection.

FSIS appreciates your thoughtful responses to the findings outlined in our draft final report and
accompanying letter. We also appreciate actions taken to correct deficiencies identified in the
audit. While I understand that you may not fully agree with some of the conclusions FSIS has
drawn from our last three audits of Italy’s meat inspection system, we respectfully continue our
belief that recent audit results demonstrate serious problems with GOI supervision of meat
establishments certified for export to the U.S.

We are encouraged, however, by several activities being undertaken by the GOI to improve its
meat inspection system with respect to those establishments certified to export to the U.S. For
example, you have formed a working group from the Ministry of Health to standardize
inspection requirements across regions and to develop standardized reporting and record
keeping forms and reports. You note that training in Pathogen Reduction/Hazard Analysis and
Critical Control Point requirements has been provided to several establishments and
government inspection officials. You note that the GOI has placed particular emphasis on
supervision of certified establishments and the proper implementation of Sanitation Standard
Operating Procedures and Hazard Analysis and Critical Control Point Systems (HACCP) in
certified establishments. Lastly, you note that the veterinary staff at the headquarters of the
Ministry of Health has been increased, and the additional resources will be used to supervise
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inspection activities in certified establishments. Our auditors will be focusing in particular on
activities undertaken by the Ministry of Health headquarters and regional officials to improve
government supervision of local inspection activities in establishments certified for export to
the U.S.

I would like to make a few general comments about your response to our draft audit report.
First, I want to make it clear that FSIS uses a standard approach to all of its audits of foreign
inspection systems. These standards do not change depending on what country is being
audited. These standards also do not change when the auditor changes. FSIS carries out U.S.
obligations under the EU/US Veterinary Equivalence Agreement by conducting its audits of
European Community (EC) Member States using EC meat or poultry inspection requirements
as the standard for equivalence.

There are, however, two exceptions to this general rule. One is for FSIS Pathogen Reduction
and HACCP requirements. The other exception pertains to overarching FSIS import
requirements set forth in the U.S. Code of Federal Regulations at Part 327 for meat and Part
381 for poultry. Electronic copies are available at the sites listed below.

For meat: http://www/access/gpo.gov/nara/cfr/waisidx_00/0cfr327 00.html

For poultry: http://www.access.gpo.gov/nara/cfr/waisidx_00/9¢fr381 00.html

Our position is that if a specific FSIS import requirement is appropriately addressed in an EC
Directive or other Community issuance and has been properly transposed by a Member State,
then FSIS will defer to the Member State’s requirement and will audit against it to verify
continuing equivalence. It is important to note that the U.S. Code of Federal Regulations sets
import requirements that carry the force of United States law and FSIS is required to enforce
them.

An example of an overarching U.S. import requirement is the mandate that continuous daily
inspection coverage be provided in all certified establishments. In meat processing
establishments, daily inspection may be performed by a competent government inspector who
is not a veterinarian. There is no provision under U.S. import regulations for daily inspection
presence to be waived. Consequently, FSIS must continue to audit against the U.S.
requirement for daily inspection coverage in all establishments certified by the GOI for export
to the United States.

Another example of an overarching U.S. import requirement is the mandate for monthly
supervisory visits by a representative of the foreign inspection system not less frequently than
one such visit per month to each certified establishment. This requirement is explicitly for a
supervisory visit each month to verify that the local government inspection staff who are in the
establishment every day are properly executing their inspection duties. As such, the visit
should be conducted by a representative from an organizational level higher than the local
veterinarian. We are willing to consider an alternative means of complying with this U.S.
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import requirement, but we cannot waive it. The alternative you propose must include monthly
visits by an official who is not a member of the government staff that conducts daily

inspections in the establishment.

Comments on the On-Site Audits of Establishments

We have reviewed corrective actions taken by the GOI and the individual establishments set
forth in your letter for establishments 92M/S; 272M/S; 643M/S; 989L; and 1597L. We find the
written corrective actions to be satisfactory in these establishments. (The remaining
establishments that were delisted in May 2001 remain delisted and may not export product to
the U.S. until they have been re-audited on-site by FSIS.) We note that the GOI has re-certified
these five establishments as eligible to export to the U.S. In other words, the GOI has
determined that these establishments have addressed and corrected all the deficiencies noted
during the May 2001 audit, and now meet all EC and U.S. inspection standards and
requirements. In our November 2001 follow-up audit, our auditors will be verifying that the
corrective actions were indeed taken in each of these previously-delisted establishments.

During this current audit, we will be continuing the certification policy outlined in our July
letter from Dr. Prucha. Any establishment that is rated unacceptable during this audit may not
be re-certified for export by the GOI until FSIS or EC auditors revisit the facility and verify
that it is complying with all applicable EU and U.S. requirements. For your information, each
of the establishments that were rated unacceptable and all of the establishments rated
acceptable/re-review during ‘the May 2001 audit will be rated as either acceptable or
unacceptable during the current audit. There will not be an acceptable/re-review category for
these establishments.

Comments on the On-Site Audits of Laboratories

With respect to GOI responses concerning our audits of laboratories, we continue to have
concerns as set forth in the following paragraphs.

Food Microbiology Laboratory (Rome) and Food Microbiology Laboratory (Florence)

Our auditor found that these laboratories were modifying the standard ISO Method #11290-1
for Listeria monocytogenes. This is not acceptable. Any modification to an accepted method
of testing must be reviewed by FSIS before the method can be modified. These laboratories
must use the standard ISO Method without modification until an equivalence request is
received and reviewed by the International Policy Staff.

Our auditor also found that these laboratories were using the Biomerieux “Coli-ID” method of
analysis for Escherichia coli (E. coli). In documents submitted to FSIS, the GOI stated that
Italy was adopting the FSIS requirements for generic E. coli testing. As such, the GOI
laboratories should be using one of the E. coli (Biotypel) quantification methods found the in
the Official Methods of Analysis of the Association of Official Analytical Chemists,
International, 16™ edition, or by any method which is validated by a scientific body in
collaborative trials against the three tube Most Probable Number (MPN) method and agreeing
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with the 95% upper and lower confidence limits of the appropriate MPN index. Any use of a
different method of analysis must be reviewed by the International Policy Staff before the new
method may be used. In the meantime, Italy’s microbiology laboratories that test product
intended for export to the U.S. must use one of the methods identified above to analyze for
generic E. coli.

In addition, the laboratories check sample program did not meet FSIS requirements. FSIS
requires that check samples for Salmonella and Listeria monocytogenes be tested three times
each year. Check samples for these organisms were lasted tested in 1999.

Food Microbiology Laboratories of Ancona and Perugia

Our auditor found that these laboratories were not adhering to a single standard method of
analysis for Salmonella. In comments from the GOI, it was stated that two screening methods
are used. FSIS requests a copy of the validation study done by AFNOR.

Our auditor found that these laboratories were modifying the standard ISO Method #11290-1
for Listeria monocytogenes. This is not acceptable. Any modification to an accepted method
of testing must be reviewed by FSIS before the method can be modified. These laboratories
must use the standard ISO Method without modification until an equivalence request is
received and reviewed by the International Policy Staff.

Our auditor also found that these laboratories were using the Biomerieux “Coli-ID” method of
analysis for Escherichia coli (E. coli). In documents submitted to FSIS, the GOI stated that
Italy was adopting the FSIS requirements for generic E. coli testing. As such, the GOI
laboratories should be using one of the E. coli (Biotypel) quantification methods found the in
the Official Methods of Analysis of the Association of Official Analytical Chemists,
International, 16™ edition, or by any method which is validated by a scientific body in
collaborative trials against the three tube Most Probable Number (MPN) method and agreeing
with the 95% upper and lower confidence limits of the appropriate MPN index. Any use of a
different method of analysis must be reviewed by the International Policy Staff before the new
method may be used. In the meantime, Italy’s microbiology laboratories that test product
intended for export to the U.S. must use one of the methods identified above to analyze for
generic E. coli.

In addition, the check sample program in these laboratories did not meet FSIS requirements.
FSIS requires that check samples for Salmonella and Listeria be tested three times each year.
Check samples for these organisms were lasted tested in 1999.

Food Microbiology Laboratory of Brescia and Food Control Laboratory of Turin
Our auditor found that these laboratories were modifying the standard ISO Methods for

Salmonella and Listeria monocytogenes. This is not acceptable. Any modification to an
accepted method of testing must be reviewed by FSIS before the method can be modified.
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These laboratories must use the standard ISO Method without modification until an
equivalence request is received and reviewed by the International Policy Staff.

In addition, the check sample program at these laboratories did not meet FSIS requirements.
FSIS requires that check samples for Salmonella and Listeria be tested three times each year.
Check samples for these organisms were lasted tested in 1999.

As you know, the FSIS follow-up audit of Italy’s meat inspection system began on November
14. This is a three-person audit. Two auditors will be auditing individual establishments,
including those establishments that were delisted and subsequently relisted for export and those
establishment that were determined to be acceptable subject to a re-audit. The third auditor will
audit a sample of Italy’s microbiology laboratories and will review activities that have been
undertaken by the GOI to correct inspection deficiencies noted in the May 2001 (and previous)
audits and will examine supporting documentation of these activities by the national, regional
and local authorities. '

If you have any questions regarding this letter or the upcoming audit, please contact me at 202-
720-3781. My facsimile number is 202-690-4040 and my email address is
sally.stratmoen @usda.gov.

Sincerely,

MeaZimoens

Sally Stratmoen
Acting Director
International Policy Staff

Enclosure
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cc:

Alejandro Checchi-Lang, European Commission, Brussels, Belgium
Elizabeth Berry, Counselor, U.S. Embassy, Rome

Ruggero Corrias, Second Secretary, Embassy of Italy, Washington, DC
Mary Revelt, Minister/Counselor for Agr Affairs, USEU/Brussels
Gerry Keily, Counselor (Agriculture), EU Mission to the US, Wash DC
John Wilson, FAS Area Officer

Catherine Otte, FAS

John Prucha, ADA, Program Coordination and Evaluation, OPPDE
Sally Stratmoen, Chief, Equivalence Section, IPS, OPPDE

Karen Stuck, Chief, Import-Export Policy Section, IPS, OPPDE
Donald Smart, Director, Review Staff, OFO

Amy Winton, State Department

Nancy Goodwin, ES, IPS, OPPDE

Country File (Italy—Final Audit Report—FY 2001—May 2001)

FSIS:OPPDE:IPS:ES:NGoodwin:mm:720-9187:11/15/01:Italy FY 2001 final audit report to
CVO (May 2001)

Clearance: Initial Date
Sally Stratmoen, Acting Director, ES, FSIS, IPS
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AUDIT REPORT FOR ITALY
MAY 7 THROUGH JUNE 6, 2001

INTRODUCTION

Backaround

This report reflects information that was obtained during an audit of Italy’s meat inspection
system from May 7 through June 6, 2001. Twenty-seven of the 141 establishments certified to
export meat to the United States were audited. Eight of these were slaughter establishments, and
19 were processing establishments.

The last audit of the Italian meat inspection system was conducted in September 2000.

Nine establishments were audited: five establishments were evaluated as acceptable, two
establishments were evaluated as acceptable/re-review, and two establishments were evaluated
as unacceptable. Hazard Analysis and Critical Control Points (HACCP) systems implementation
was deficient in al of the nine establishments visited.

During this new audit, seven of these establishments were included in the itinerary and two were
not. Implementation of the required HACCP programs was found to be deficient in six of the
seven establishments visited.

The major concerns from the September 2000 audit were the following:

In al establishments, both establishment and inspection personnel had been unaware of the
requirement for afinal review of all documentation associated with the production of the
product, prior to shipping. The auditor had explained the requirements for this pre-shipment
review in detail during the previous audit.

In the mgority of the establishments audited, Government of Italy (GOI) inspection officials
were not monitoring/verifying the adequacy and effectiveness of the pre-operational
sanitation activities, and records were not maintained or were incomplete.

In 15 establishments, the HACCP plan did not adequately state the procedures that the
establishment would use to verify that the plan was being effectively implemented and the
frequencies with which these procedures would be performed. The ongoing verification
activities of the HACCP program were not performed adequately, either by either
establishment personnel or by GOI meat inspection officials.



In 12 establishments, the HACCP plan did not adequately specify critical limits for each CCP
and the frequency with which these procedures will be performed.

In 12 establishments, the HACCP plan did not adequately address the corrective actions to be
followed in response to deviations from critical limits.

In 11 establishments, the records for operational sanitation inspection and any corrective
actions taken were not being maintained.

In 11 establishments, monthly supervisory visits were not performed. Only two
or three internal reviews were conducted per year by the local or regiona officialsin these
establishments.

In eight establishments, cross-contamination of product and insanitary handling and storage
of product were observed.

In seven establishments, the zero-tolerance policy for visible fecal material, ingesta, and milk
on carcasses had not been enforced by the GOI meat inspection officials and no monitoring
records were maintained to verify this activity. None of the slaughter establishments visited
had identified the presence of fecal material, ingesta, and milk as food safety hazards and did
not address this as a critical control point in their HACCP plans.

In six establishments, the HACCP plan was not validated to determine that it was functioning
as intended.

In six establishments, the written SSOP did not address operational sanitation.

In four establishments, product—contact equipment, such as containers of edible product,
racks for hams, chutes for edible products, working tables, edible product conveyor belts,
band saws, skin removal and bone separation equipment ready for use in the boning and
offal rooms and coolers were found with dried fat, grease, blood, and pieces of dried meat.

In four establishments, the HACCP records did not document the monitoring of critical
control points (CCP).

In three establishments, the written Sanitation Standard Operating Procedure (SSOP) did not
address pre-operational sanitation.

In three establishments, sanitizers were not maintained at the required temperature (82°C) in
the slaughter and boning rooms during operations.

In one establishment, hog carcasses were not properly identified and controlled to be
trimmed effectively.

The turnaround time for the analysis of E. coli and Salmonella samples in the government
laboratory was four days. Turnaround time should not exceed 24 hours.
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Italy exports only processed pork products to the United States. Fresh pork may not be imported
due to the presence of hog cholera and swine fever in Italy.

During calendar year 2000, and from January 1 to April 30, 2001, Italian establishments
exported 6,482,894 pounds of processed pork products to the United States. Port-of-entry
rejections were for contamination (0.37%), miscellaneous defects (0.005 %), and unsound
condition (0.01 %).

PROTOCOL

This on-site audit was conducted in four parts. One part involved visits with Italian national
meat inspection officials to discuss oversight programs and practices, including enforcement
activities. The second part entailed an audit of a selection of records in the meat inspection
headquarters and regional facilities preceding the on-site visits. Establishments 14L, 368L,
478L, 627L, 675L, 908L, 1065L, 1170L, 25L, 155L, 350L, 374L, 444L, 613L, 673L, and 744L)
were selected randomly for recordsreviews. The third part involved on-site visits to 27
establishments: 19 processing establishments (972L, 5L, 648L, 240L, 1594L, 515L, 31L, 1157L,
508L, 500L, 363L, 205L, 550L, 172L, 41L, 17L, 2721, 1597L, and 989L) and eight slaughter
establishments (92M/S, 272 M/S, 304M/S, 312M/S, 643M/S, 768M/S, 791M/S, and 1664M/S).
The processing establishments were selected randomly. However, al eight of Italy’s certified
slaughterhouses were selected because of concerns arising from the previous on-site audits. The
fourth part involved a visit to seven government |aboratories that were performing analytical
testing of field samples for the national residue testing program and culturing field samples for
the presence of microbiological contamination.

Program effectiveness determinations focused on five areas of risk: (1) sanitation controls,
including the implementation and operation of Sanitation Standard Operating Procedure (SSOP),
(2) animal disease controls, (3) residue controls, (4) slaughter/ processing controls, including the
implementation and operation of HACCP programs and the generic E. coli testing program, and
(5) enforcement controls, including the testing program for Salmonella species. Italy’s
inspection system was assessed by evaluating these five risk areas.

In accordance with the European Union/United States Veterinary Equivalence Agreement, the
auditors audited the meat inspection system using European Directives, specifically Council
Directives 96/23/EC of April 29, 1996, 96/22/EC of April 29, 1996, and 64/433/EEC of June
1964. These three directives have been declared equivalent under the Agreement. In areas not
covered by these directives, the auditors audited against FSIS requirements and equivalence
determinations. Only one FSIS equivalence determination had been granted and it concerned the
use of adifferent analytical method for analyzing Salmonella samples for the enforcement of
Salmonella performance standard.

During al on-site establishment visits, the auditors evaluated the nature, extent, and degree to
which findings impacted on food safety and public health, as well as overall program delivery.
The auditors also determined if establishment and inspection system controls were in place.
Establishments that do not have effective controls in place to prevent, detect and eliminate
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product contamination/adulteration are considered unacceptable and therefore ineligible to
export products to the United States and are delisted accordingly by the country’s meat
inspection officials. During this current audit, eight establishments were delisted by the GOI
because the above controls were not in place.

RESULTSAND DISCUSSION

Summary

Effective inspection system controls were found to be in place in only 19 of the 27
establishments audited: 10 of these 19 (17L, 41L, 172L, 205L, 363L, 500L, 550L, 304M/S,
312M/S, and 791M/S) were recommended for re-review. Eight establishments (92M/S, 272M/S,
643M/S, 768M/S, 1664M/S, 2721, 989L, and 1597L) were found to be unacceptable. Details of
the audit findings, including compliance with HACCP, SSOP, and testing programs for
Salmonella species and generic E. coli, are discussed later in this report. Individual
establishment reports can be found in Attachment F.

As stated above, numerous major concerns had been identified during the last audit of the
Italian meat inspection system, which was conducted in September 2000.

During this new audit, the auditors determined that some of these maor concerns had

been addressed and corrected by the Italian Ministry of Public Health (MPH). However, the
following deficiencies identified in the September 2000 audit had not been addressed and
corrected.

Inadequate implementation and maintenance of HACCP systems.

Implementation of FSIS' zero-tolerance policy for visible fecal material, ingesta, and milk on
carcasses, including failure by the government inspection officials to enforce the policy.

Inadequate implementation of SSOP. The written SSOP did not address pre-operational or
operational sanitation. The records for pre-operational and operational sanitation activities
and any corrective actions taken were not being maintained. GOI inspection officials were
not monitoring/verifying the adequacy and effectiveness of the pre-operational sanitation
activities in the majority of the establishments, and records were not maintained or were
incomplete.

Serious sanitation deficiencies, including direct product contamination, were found in eight
of nine establishments visited.

Inadequate inspection procedures including failure to take corrective actions when sanitation
problems were found in the establishments and monthly supervisory visits were not
performed in the majority of establishments visited.

EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES

4



Further details are provided in the Sanitation Controls, Slaughter/ Processing Controls, and
Enforcement Controls sections of this report.

Entrance Mesting

On May 7, 2001, an entrance meeting was held at the Ministry of Public Health in Rome. The
Italian government participants were Dr. Silivo Borrello, Dipartimento Alimenti Nutrizione E
Sanita’ Pubblica Veterinaria (DANSPV), Director Office VIII; Dr. Franco Fucilli, DANSPV,
Veterinary Officer, Office VIII; Dr. Pietro Noe, DANSPV, Veterinary Officer, Office VIII; Dr.
Angelo Donato, , DANSPV, Veterinary Officer, Office lll; Dr. Agostino Macri, Istituto
Superiore di Sanita, Director Veterinary Laboratory; Dr. Marina Paluzzi, and an interpreter.

The United States government participants were Ms. Sally Stratmoen, Chief, Equivalence
Section, International Policy Staff, Food Safety and Inspection Service (FSIS); Ms. Geraldine
Ransom, Chief, Microbiology Branch, FSIS; Dr. Ghias Mughal, Branch Chief, International
Audit Staff, FSIS; Dr. Faizur R. Choudry, International Audit Staff Officer, FSIS; Mr. Clay
Hamilton, Agricultural Attaché, United States Embassy, Rome; and Dr. Franco Regini,
Agricultural Specialist, United States Embassy, Rome.
Topics of discussion included the following:

An explanation of the Italian meat inspection system.

Discussion of the previous audit report and team audit concept.

The audit itinerary and travel arrangements.
Subsequent to that meeting, the USDA team divided into three subgroups and pursued their
individual audit goals. (Team-A on-site audit of inspection system; Team-B on-site audit of
inspection system; and Team-C microbiology laboratory audits.)

PART 1 —HEADQUARTERS AUDIT

There had been no changes in the organizational structure or upper levels of inspection staffing
since the last FSIS audit of Italy’s inspection system in September 2000. However,
organizational changes to further regionalize inspection were ongoing, since Italy had undergone
a decentralization of its inspection operations.

Government Oversight

The Italian meat inspection system is organized in three levels. Thefirst level isthe Ministry of
Public Health, which includes the Veterinary Service. Itisthislevel of government that FSIS
holds responsible for ensuring that FSIS requirements are implemented and enforced. The
second level isthe regional office level, within which there were 21 regions. These regions were
independent from the MPH and there were differences in their organization, staffing and
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resources. Thethird level isthe Aziende Sanitarrie Locali (ASL), which provides the inspectors
for inspection activities.

During this audit, the auditors discovered that since January 1, 2001, the MPH continued to be
responsible for certifying establishments to export to the United States but did not have the
resources to review individual establishments to determine whether the establishments were
operating in accordance with FSIS requirements.

MPH officials advised the auditors that currently its staff consisted of only two inspectors.
(During the course of this audit, one of those inspectors resigned.) As such, MPH could not
conduct routine supervisory reviews of the U.S. certified establishments to verify the
implementation of FSIS requirements.

In eight of the 27 establishments audited on-site, serious inspection problems were found. These
problems included failure to recognize and take corrective actions for sanitation problems,
failure to verify HACCP implementation, and a lack of understanding of HACCP requirements
by either inspection or establishment personnel.

All inspection veterinarians and inspectors in establishments certified by Italy as eligible to
export meat products to the United States were full-time Ministry of Public Health
Regional/Province/District Government employees, receiving no remuneration from either
industry or establishment personnel.

However, the auditors noted that the Italian inspection system was not operating independently.
Although the inspectors salaries were paid by the government, functions normally performed by
inspection officials were being performed either by establishment personnel or jointly by
inspection and establishment personnel. For example, in one establishment the inspector and
establishment personnel were performing the same duties.

Of further concern was the inability of MPH to provide basic resources for the FSIS audit, which
resulted in the use of industry personnel to transport auditors to the establishments. Although the
issue dealing with functions was resolved early in the audit, the issue of alocation of appropriate
resources to support athird party audit still remains.

PART 2—RECORDS REVIEW

The auditors conducted a review of inspection system documents pertaining to the
establishments listed for records review. This records review was conducted at the Ministry of
Public Health in Rome and at the Regione Emilia Romagna in the Bologna offices. The records
review focused primarily on food safety hazards and included the following:

Internal review reports,

Supervisory visits to establishments that were certified to export to the United States,
Training records for inspectors and laboratory personnel,

New laws and implementation documents, such as regulations, notices, directives and
guidelines,
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Sampling and laboratory analyses for residues,

Pathogen reduction and other food safety initiatives such as SSOP, HACCP programs,
generic E. coli testing, and testing for Salmonella species,

Sanitation, slaughter and processing inspection procedures and standards,

Control of products from livestock with conditions such as tuberculosis, cysticercosis, etc.,
and of inedible and condemned materials,

Export product inspection and control, including export certificates,

Enforcement records, including examples of criminal prosecutions, consumer complaints,
recalls, seizure and control of noncompliant product, and withholding, suspending, or
withdrawing inspection services from or delisting an establishment that is certified to export
product to the United States.

The following concerns arose as a result the examination of these documents.

HACCP Programs

The HACCP plans did not adequately specify the critical limits for each CCP and the
frequency with which the monitoring procedures would be performed in five establishments.

The HACCP plans did not adequately address the corrective actions to be taken in response
to deviations from critical limitsin six establishments.

The HACCP plans were not validated to determine that they were functioning as intended in
Six establishments.

The HACCP plans did not adequately state the procedures that the establishment would use
to verify that the plans were being effectively implemented and the frequencies with which
these procedures would be performed in seven establishments. Ongoing verification
activities of the HACCP programs were not performed adequately either by establishment
personnel or by the GOI meat inspection officials.

There was no documentation of the monitoring of CCPs in one establishment.

Sanitation Standard Operating Procedure (SSOP)

The written SSOP did not address operational sanitation in two establishments.

The written SSOPs in one establishment did not address pre-operational sanitation (at a
minimum) the cleaning of food-contact surfaces of facilities, equipment, and utensils.

Daily monitoring records of pre-operational and operational sanitation and any corrective
actions taken were not being maintained adequately in 13 establishments.

GOI meat inspection officials were only monitoring/verifying the adequacy and effectiveness
of pre-operational sanitation four to five times a year, and records of these activities were not
adequately maintained.
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| nspection System Controls

GOI meat inspection officials were not providing continuous inspection coverage to
processing establishments. Inspectors were visiting establishments at variable frequencies
such as once per week, two to three times per week, or once per month, and for only an hour
or two per visit in 13 establishments.

Monthly supervisory visits were not performed in eight establishments. Only two or three
internal reviews were conducted per year by the regional/provincia or district officials of
these establishments.

PART 3—ON-SITE ESTABLISHMENT AUDITS

To gain an accurate overview of the effectiveness of inspection controls, FSIS requested that the
audits of the individual establishments be led by the inspection officials who normally conduct
the monthly reviews for compliance with United States specifications. The FSIS auditors
(hereinafter called “the auditors’) observed and evaluated the process.

One hundred forty-one establishments were certified to export meat products to the United States
at the time this audit was conducted. Twenty seven establishments (972-L, 5-L, 648-L, 240-L,
1594-L, 515-L, 31-L, 1157-L, 508-L, 500-L, 363-L, 205-L, 550-L, 172-L, 41-L, 17-L, 272-L,
1597-L, 989-L, 92M/S, 272 M/S, 304M/S, 312M/S, 643M/S, 768M/S, 791IM/S, and 1664M/S)
were visited for on-site audits.

In 19 of these 27 establishments, both Italian inspection system controls and establishment
system controls were in place to prevent, detect and control contamination and adulteration of
products.

Nine of the 19 establishments (Ests. 5L, 31L, 240L, 508L, 515L, 648L, 972L, 1157L, and
1594L ) were found acceptable.

Ten of the 19 establishments (Ests.17L, 41L, 172L, 205L, 363L, 500L, 550L, 304M/S,
312M/S, and 791M/S) were rated acceptable re-review because of deficiencies regarding
sanitation, condition of facilities, and noncompliance with HACCP requirements.

Eight establishments (92M/S, 272M/S, 643M/S, 768M/S, 1664M/S, 2721, 989L, and 1597L)
were found to be unacceptable because of critical sanitation problems and findings of direct
product contamination.

Establishment Operations by Establishment Number

The following operations were being conducted in the 27 establishments:

Pork slaughter and boning—eight establishments (92M/S, 272M/S, 304M/S, 312M/S, 643M/S,
768M/S, 791M/S, and 1664M/S)
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Pork boning and prosciutto/cooked ham--18 establishments (9721, 5L, 648L, 240L, 1594L,
515L, 11571, 508L, 31L, 500L, 363L, 205L, 550L, 172L, 41L, 17L, 272L, 1597-L, 17L, and
989L)

SANITATION CONTROLS

As stated earlier, the auditor focuses on five areas of risk when assessing aforeign country’s
inspection system. The first of these risk areas that the auditor looks at is Sanitation Controls.
These controls include the implementation and operation of SSOP programs in certified
establishments, all aspects of facility and equipment sanitation, actual or potential instances of
product cross-contamination, persona hygiene and practices, and product handling and storage.

Based on the on-site audits of establishments, Italy’ s inspection system had controlsin place for
water potability records; chlorination procedures; back-siphonage prevention; separation of
operations; temperature control; work space; ventilation; ante-mortem facilities; welfare
facilities; outside premises; personal dress and habits; and pest control monitoring.

The auditors' findings are presented below for the areas of SSOP, cross-contamination, product
handling and storage, and personal hygiene and practices.

Sanitation Standard Operating Procedure (SSOP)

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
SSOP were met, according to the criteria employed in the U.S. domestic inspection program.
The data collection instrument used accompanies this report (Attachment A).

The SSOP in the 27 establishments were found to meet the basic FSIS regulatory requirements,
with the following deficiencies.

In two establishments, the written SSOP procedure did not address pre-operational sanitation.
In nine establishments, the written SSOP did not address operational sanitation.
In one establishment, the written SSOP procedure did not indicate frequency of the tasks.

In one establishment, the SSOP procedure did not identify the individual responsible for
implementing and maintaining the activities.

In nine establishments, the records for SSOP operational sanitation and any corrective action
taken were not being maintained.

In one establishment, the written SSOP procedure was not dated and signed by the person
with overall on-site authority.

Cross-Contamination: In the area of cross-contamination, actual product contamination and the
potential for product contamination was found in 19 out of 27 establishments audited. In some
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establishments, but not all, the GOI took corrective actions. Specific findings for each
establishment audited on-site can be found in Attachment F.

Examples of findings of actual product contamination include:

In 13 establishments, dripping condensate, from overhead refrigeration units, ceilings, pipes,
rail, ducts, and air vents that were not cleaned/sanitized daily, was falling onto carcasses and
exposed edible product in the coolers, boning, offal, packaging room, corridors, spice room,
ham pumping room, cooked product holding room, ham tumbler room, and slaughter rooms.

In 12 establishments, sanitizers were not maintained at the required temperature (82°C) in the
slaughter and boning rooms during operation. In three of these establishments, the sanitizing
facility for knives in the slaughter and boning rooms was designed in such away that it was
not possible to sanitize knives completely and effectively. In two of these establishments, the
facility for carcass circular saw to wash/sanitize was not provided when required in the
boning room and the other establishment, there was no procedure to identify that the knives
had been kept in the UV sterilizer for 30 minutes as described in the instructions.

In 20 establishments, insanitary equipment was directly contacting edible product in the
boning rooms, coolers, slaughter rooms, defrosting rooms, spice room, processing rooms,
and brine pumping rooms. For example, containers of edible product, racks for ham, plastic
cutting boards, working tables, automatic viscera conveyor, hopper for edible product, meat
hooks, and chutes for edible product were found with fat, dried pieces of meat, blood,
grease, dirt, black discoloration. In some establishments, equipment used for edible product
was found with open seams, deeply scored cutting boards, metal and plastic containers
sealed with silicone caulking. In other establishments, conveyor belt for edible product was
cracked and deteriorated in processing rooms.

In four establishments, water was leaking from an overhead pipes and water splash from the
viscera conveyor washing cabinet, ham pumping room, ceilings, and air vents onto edible
offal and carcasses in the slaughter room.

In five establishments, the automatic offal and hog heads hook conveyor in the daughter
room was soiled with blood, fat, and ingesta after washing/sanitizing in the slaughter room
and in two establishments, water was falling onto hog carcasses from carcass splitting saw at
the carcass splitting station. In one establishment, hog carcasses were contacting dirty hose
during carcass splitting in the slaughter room. In one establishment, numerous plastic
coverings were broken and exposed edible product was contacting dirty palletsin the
freezer.

Examples of findings of potential cross-contamination of product include:

In 12 establishments, overhead refrigeration units and ceilings, pipes, beams, supports, rails,
fans, vent screens, frame of light fixtures, and air socks in the coolers, boning room, ham
tumbling room, cooking room, slaughter room, offal room, retained carcass cooler, and
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processing room were observed with accumulations of fat, old meat scraps, and black stains,
rust, flaking paint, dirt, dust, grease, and cobwebs.

In one establishment, the automatic conveyor belt for edible product during return in the hot
boning room was contacting employees boots and there was also the potential for cross-
contamination from splash water from the wet floor.

In another establishment, several doors in the boning and processing rooms opened upwards
and wet floors below the doors resulted in the potential for cross-contamination from
dripping dirty water on employees' clothes and exposed edible product when passing
through the doors.

In athird establishment, water was overflowing on the floor due to clogged drain from
handwashing lavatory in the carcass sticking area.

Personal Hygiene and Practices. In the area of personal hygiene and practices, the following
deficiencies were noted.

In two establishments, exposed edible-product was contacting walls and dirty plastic wires
during transportation.

In two establishments, light was inadequate at the hog head inspection stations in the
dlaughter room.

In four establishments several employees were observed picking up dirty gloves, dropped
carcass and dirty pallets from the floor, cleaning floor with a broom, handling inedible
product, using a dirty steel which was kept in the sink, and without washing their hands and
washing/sanitizing dirty equipment, handling edible product and a few employees were
using steel meshed and cotton gloves prior to post-mortem inspection which were not
covered with plastic gloves to prevent cross contamination.

In four establishments, walls, floors, and severa electrical switches in the coolers, cooked
ham room, meat grinding/mixing room were found with dried pieces of meat, fat, dirt,
flaking paint, and floors were not properly drained to prevent puddling.

In seven establishments, the packaging material was not kept separate from unused
equipment or other junk and abuild up of dust or debris, cobwebs was observed in the dry
storage rooms. In another establishment, rodenticides were spilled on the floor from afew
bait boxesin dry storage room.

In 12 establishments, overhead refrigeration units and ceilings, pipes, beams, supports, rails,
fans, vent screens, frame of light fixtures, and air socks in the coolers, boning room, ham
tumbling room, cooking room, slaughter room, offal room, retained carcass cooler, and
processing room were observed with accumulations of fat, old meat scraps, and black stains,
rust, flaking paint, dirt, dust, grease, and cobwebs.
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Product Handling and Storage: In the area of product handling and storage, the following
deficiencies were noted.

In five establishments, edible product that contacted the floor (dropped meat) was not
reconditioned in a sanitary manner before being added to the edible product.

In seven establishments, containers for edible and inedible product were not identified or
stored separately to prevent possible cross-contamination.

In nine establishments pest control prevention was inadequate. For example, in one
establishment gaps at the bottoms of doors in the product receiving and workshop rooms and
in three establishments in the processing rooms were not sealed properly to prevent the entry
of rodents and other vermin. In two establishments, the emergency door in the slaughter
room and door leading to outside in the scalding room were left open. In three other
establishments, gaps at the bottoms of doors in dry storage rooms were not sealed properly to
prevent the entry of rodents and other vermin.

ANIMAL DISEASE CONTROLS

The second of the five risk areas that the auditor looks at is Animal Disease Controls. These
controls include ensuring adequate animal identification, control over condemned and restricted
product, and procedures for sanitary handling of returned and rework product. Except as noted
below, Italy’ s inspection system had adequate controls in place to ensure control over the above
areas.

In seven establishments, inedible product was not denatured/decharacterized or placed under
security before shipping for rendering. GOI inspection officials did not take any corrective
action.

There were reported to have been no outbreaks of animal diseases with public-health
significance since the previous U.S. audit. MPH inspection officials indicated that
approximately 100,000 bovine were tested for Bovine Sponigiform Encephal opathy and 14 were
found positive. The U.S. does not import any beef from Italy. In addition, Italy is not free from
hog cholera and swine vesicular disease. Although Italy is currently free of Food and Mouth
Disease, special restrictions apply to meat products because Italy shares a border with a country
or countries that is not free of Foot and Mouth Disease.

RESIDUE CONTROLS

The third of the five risk areas that the auditor looks at is Residue Controls. These controls
include sample handling and frequency, timely analysis, data reporting, tissue matrices for
analysis, equipment operation and printouts, minimum detection levels, recovery frequency,
percent recoveries, and corrective actions.

The Instituti Zooproficlattici Sperimentali- Laboratory in Torino was audited on May 17, 2001.
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The following deficiency was noted.

Percent recovery for polychlorinated biphenyls (PCBs) was below the acceptable range
(51.3%), and no corrective actions were taken. The acceptable rangeis 70 to 110%.

The auditors found that Italy’ s National Residue Testing Plan for 2001 was being followed and
was on schedule.  The GOI had adequate controls in place to ensure compliance with sampling
and reporting procedures and storage and use of chemicals. The methods used for the analyses
were acceptable.

SLAUGHTER/PROCESSING CONTROLS

The fourth of the five risk areas that the auditor looks at is Slaughter/Processing Controls. The
controls include the following areas. adequate animal identification; ante-mortem inspection
procedures; ante-mortem disposition; humane slaughter; post-mortem inspection procedures,
post-mortem dispositions; ingredients identification; control of restricted ingredients;
formulations; processing schedules; equipment and records; and processing controls of cured,
dried, and cooked products. The controls also include the implementation of HACCP systems in
all establishments and a generic E. coli testing program in slaughter establishments. Deficiencies
are discussed below.

HACCP Implementation: All establishments approved to export meat productsto the U.S. are
required to have developed and implemented a HACCP system. Each of these systems was
evaluated according to the criteria employed in the U.S domestic inspection program. The data
collection instrument used accompanies this report (Attachment B).

The HACCP programs were reviewed during the on-site audits of 27 establishments. The
auditors found the following deviations from FSIS' regulatory requirements.

In one establishment, there was no written HACCP plan for each product where the hazard
analysis revealed one or more food safety hazard(s) reasonably likely to occur.

In two establishments, the HACCP plan did not have a flow chart that describes the process
steps and product flow.

In three establishments, the HACCP plan did not address the intended use of or the
consumers of the finished product(s).

In four establishments, the HACCP plan was not dated and signed by aresponsible
establishment official.

In five establishments, the HACCP plan did not conduct a hazard analysis.

In seven establishments, the HACCP plan’ s record keeping system was not documenting the
monitoring of CCPs.
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In 13 establishments, the HACCP plan was not validated to determineif it was functioning as
intended.

In 15 establishments, the HACCP plan did not specify critical limits for each CCP and the
frequency with which these procedures would be performed.

In 17 establishments, the HACCP plan did not address adequately the corrective actions to be
followed in response to deviations from critical limits.

In 17 establishments, the HACCP plan did not state adequately the procedures that the
establishment would use to verify that the plan was being effectively implemented and the
frequencies with which these procedures would be performed. The ongoing verification
activities of the HACCP program were not performed adequately either by the establishment
personnel or by the GOI meat inspection officials.

Testing for Generic E. coli

Italy has adopted the FSIS regulatory requirements for generic E. coli testing. Eight of the 27
establishments audited were required to meet the basic FSIS regulatory requirements for generic
E. coli testing. These eight establishments were evaluated according to the criteria employed in
the U.S. domestic inspection program. The data collection instrument used accompanies this
report (Attachment C).

The following deficiencies were noted.

In one establishment, the procedure did not designate the employee(s) responsible to collect
the samples.

In two establishments, the sampling was not done at the frequency specified in the procedure.

In two establishments, the carcass selection was not made randomly and random method was
not specified in the procedure.

In three establishments, the sequence of carcass sponging was not being followed properly
such as belly, ham, and jowl instead of ham, belly, and jowl.

In three establishments, the test results were not being recorded on a process control chart
showing the most recent test results.

ENFORCEMENT CONTROLS

The fifth of the fiverisk areas is Enforcement Controls. These controls include the enforcement
of inspection requirements and the testing program for Salmonella species.

Except as noted below, the GOI had controls in place for ante-mortem and post-mortem
inspection procedures and dispositions, restricted product and inspection samples, disposition of
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dead, dying, diseased or disabled animals, shipment security, including shipment between
establishments, and prevention of commingling of product intended for export to the U.S. with
domestic product.

In addition, controls were in place for inspection supervision and documentation, the importation
of only dligible livestock or poultry from other countries, i.e., only from eligible third countries
and certified establishments within those countries, and the importation of only eligible meat or
poultry products from other counties for further processing. Adeguate controls were found to be
in place for security items, shipment security, and products entering the establishments from
outside sources.

Testing for Salmonella Species

Prior to this audit Italy had advised FSIS that it had adopted all of the FSIS requirements for
Salmonella species testing with the sole exception of the use of different analytic methods. FSIS
had determined that Italy’s use of the 1ISO 6579 and AOAC 967.25 methods were equivalent to
FSIS requirements.

Eight of the establishments audited were required to meet the basic FSIS regulatory requirements
for Salmonella testing, and were evaluated according to the criteria employed in the U.S.
domestic inspection program. The data collection instrument used accompanies this report
(Attachment D).

The following general deficiencies were noted.

Throughout and within regions, Salmonella samples were collected and analyzed in one of
three ways: (1) establishment personnel were selecting the samples and using private
laboratories for analysis, (2) government employees were collecting the samples and using
private laboratories for analysis, and (3) government employees were collecting the samples
and using government laboratories for testing. The only scenario currently approved by FSIS
is the use of government employees and government laboratories.

Microbiology methods in-use tended to be based on standard methods. However, some
|aboratories use modified standard methods, and are not strictly adhering to standard
protocols. Modifications to standard methods are not acceptable.

The following specific deficiencies were noted.

In four establishments, the samples were not being taken randomly.

In four establishments, the sequence of carcass sponging was not being followed properly
such as belly, ham, and jowl instead of ham, belly, and jowl.
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Species Verification Testing

At the time of this audit, Italy was not exempt from the species verification-testing requirement.
The auditors verified that species verification testing was being conducted in accordance with
FSIS requirements.

Listeria monocytogenes Testing

Establishments producing ready-to-eat products are required to reassess their HACCP plansto
determine if Listeria monocytogenes should be considered as a hazard reasonably likely to occur.
These establishments must also implement a Listeria monocytogenes testing program for ready-
to-eat products.

The following deficiency was noted.

The control of Listeria monocytogenes in not included in the HACCP plans in those
establishments producing ready-to-eat products.

Monthly Reviews

The internal review program was applied equally to both export and non-export establishments.
Internal review visits were both announced and not announced in advance, and were conducted,
at times by individuals and at other times by ateam of reviewers, in most establishments only
two or three reviews per year. The records of audited establishments were kept in the inspection
offices of the individual establishments, and copies were aso kept in the
regional/provincial/district offices.

These reviews were being performed by the regional/provincia/district officials equa to FSIS
district managers or circuit supervisors. These officials were all veterinarians.

In the event that an establishment is found, during one of these internal reviews, to be out of
compliance with U.S. requirements, and is delisted for U.S. export, before it may again be
eligible be reinstated, regional/provincial/district officials conduct an in-depth review, and the
results are reported to Dr. Piergiuseppe Facelli, Direttore Ufficio 111, Ministerio della Sanita,
Dipartimento Alimenti Nutrizione e Sanita Pubblica Veterinaria, in Rome for evaluation. A plan
is formulated for corrective actions and preventive measures.

The following deficiencies were noted.

In 14 establishments, GOl meat inspection officials were not providing continuous inspection
coverage to processed products establishments. Inspectors were visiting establishments at
variable frequencies such as once aweek, two to three times a week, or once a month and
between one to two hours each visit.
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In 16 establishments, monthly supervisory visits were not performed. Only two or three
internal reviews were conducted per year by the regional/provincial/district officials or
establishment veterinarians.

Other Enforcement Activities

Controls were in place to ensure adequate export product identification, inspector verification,
export certificates, a single standard of control throughout the establishments, and adequate
controls for security items, shipment security, and products entering the establishments from
outside sources.

Enforcement activities are carried out by regional/provincial/district government officials, which
have full power to initiate al enforcement actions.

The following deficiencies were noted.

| nspection System Controls

In one establishment, the mandibular lymph nodes of hog heads were not incised during post-
mortem inspection.

In one establishment, hog carcass was presented with missing offal (liver, lungs, heat, and
tongue) for final post-mortem inspection. The veterinarian passed the carcass without
inspection of offal and retained hog carcasses for final post-mortem disposition were not
identified by the GOI inspection service in the cooler (Noncompliance with Council
Directive 64/433/EEC of 26 June 1964. Chapter VI-25.)

In one establishment, hogs were not stunned in such a manner that they would be rendered
unconscious with a minimum excitement and discomfort such as one hog was observed
staggering and crawling on the top of other stunned hogs and its throat was dlit by the
employee without any further stunning.

In six establishments, the final review of al documentation associated with the production of
the product prior to shipping was not done.

In six establishments, the zero-tolerance for visible fecal material/ingesta contamination, and
milk on carcasses were not enforced by the GOI meat inspection officials, and there was no
monitoring record maintained to verify this activity.

In seven establishments, inedible product was not denatured/decharacterized or under
security before shipping for rendering.

In 23 establishments, periodic supervisory visits were not performed monthly. Only two or
three internal reviews were conducted per year by the regional/provincial/ district officials or
establishment veterinarians.
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In 27 establishments, GOl meat inspection officials were not providing continuous inspection
coverage. Inspectors were visiting establishments at variable frequencies such as two to
three times a week, once aweek, or once a month and between one to two hours each visit.

PART 4—LABORATORY AUDITS

During the laboratory audits, emphasis was placed on the application of procedures and
standards that were equivalent to U.S. requirements. Information about the following risk areas
was also collected:

1. Government oversight of accredited, approved, and private laboratories.
2. Intra-laboratory quality assurance procedures, including sample handling.
3. Methodology.

Residue Laboratory Audit

The Instituti Zooproficlattici Sperimentali- Laboratory in Torino was audited on May 17, 2001.
Effective controls were in place for sample handling and frequency, timely analysis, data
reporting, tissue matrices for analysis, equipment operation and printouts, minimum detection
levels, recovery frequency, percent recoveries, and corrective actions. The methods used for the
analyses were acceptable.

The following deficiency was noted.

Percent of recovery for polychlorinated biphenyls (PCBs) was below the acceptable range
(51.3%). The acceptable rangeis 70 to 110%.

Microbiology Laboratory Audits

Seven Italian government laboratories were audited. Emphasis was placed on the application of
procedures and standards that were equivalent to United States requirements.

Six Instituti Zooprofilattici were reviewed, including a central Rome headquarters site that
houses the government national reference laboratory for Salmonella. The majority of Instituti
Zooprofilattici visited are central regional Instituti Zooprofilattici laboratories that set policy for
and oversee numerous laboratories that operate in the same regions. The Ancona and Firenze
Instituti Zooprofilattici sites are not central laboratories. The seventh laboratory visited was the
Rome Instituto Superior Della Sanita (I1SS) Food Microbiology Section. This institute is not an
Instituto Zooprofilattico, but serves as an authority to Instituti Zooprofilattici.

Generaly, the laboratories were orderly, well equipped, of ample size, and efficiently run.
Personnel were knowledgeable, well trained, and appeared competent.

Most laboratories were not aware if they were testing product for U.S. export, or stated that
they were not. Carcass sponge samples for Salmonella or generic E. coli are not routinely
tested at these laboratories.
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The taking and testing of Salmonella samples varied widely throughout the regions. 1n some
establishments, establishments were taking samples and the samples were being analyzed in
private laboratories. In other establishments, the government was taking the samples and the
samples were being analyzed in private laboratories. In other establishments, the government
was taking the samples and the samples were being analyzed in government laboratories. In
documents submitted by Italy and evaluated by FSIS, Italy stated that all Salmonella samples
would be taken by government employees and analyzed in government laboratories. The
auditors found that this was not the case.

Microbiology methods in-use tended to be based on standard methods. However, some
|aboratories use modified standard methods, and were not strictly adhering to standard
protocols.

Laboratories were analyzing only a 25-gram Salmonella sample of ready-to-eat product, in
contrast to 325-gram sample size required in the U.S.

Instituti Zooprofilattici 1aboratories are accredited externally through SINAL, covering the entire
system as well asindividual testing protocols. SINAL audits are annual. The laboratories are
also subject to twice yearly internal quality assurance audits and internal quality assurance
programs are in place.

Exit Meetings—Rome, Italy and Brussels, Belgium

Two exit meetings were conducted. One was conducted at the Ministry of Public Health in
Rome, on June 4, 2001. The participants from Italy were Dr. Romano Marabelli, General
Director, Department of Food Nutrizion and Public Veterinary Health; Dr. Piergiuseppe Facelli,
Direttore Ufficio Ill, (DANSPV); Dr. Silivo Borrello, Dipartimento Alimenti Nutrizione E
Sanita’ Pubblica Veterinaria (DANSPV), Director Office VIII; Dr. Pietro Noe, DANSPV,
Veterinary Officer, Office VIII; Dr. Angelo Donato, , DANSPV, Veterinary Officer, Officelll;
Dr. Marina Paluzzi, DANSPV, Interpreter; Dr. Castoldi, Regiona Veterinary Service (RVS)
Lombardia; Dr. Galesso, RVS Veneto; DR. Sigismondi, RVS Lazio; Dr. Principi, RVS Lazio;
Dr. Gioranoni, RVS Lazio; Dr. Picrantoni, RVS Emilia Romagna; and Dr. Alberto Mancuso,
RV'S Piemonte.

The participants from the United States were Ms. Sally Stratmoen, Chief, Equivalence,
International Policy Staff, FSIS; Dr. Ghias Mughal, Branch Chief, International Review Steff,
FSIS; Dr. Faizur R. Choudry, International Audit Staff Officer, FSIS; Mr. Clay Hamilton,
Agricultural Attaché, Foreign Agricultural Service, United States Embassy; and Dr. Franco
Regini, Agricultural Specialist, Foreign Agricultural Service, United States Embassy, Rome.

A second exit meeting was conducted with the European Commission (EC) in Brussels, Belgium
on May 6, 2001. The participants from the EC were Dr. Jens Nymand-Christensen, Head of
Unit, Health and Consumer Protection Directorate General (SANCO); Dr. Paolo M. Drostby,
DG, SANCO, Unit E-3; Dr. T. E. Golden, DG, SANCO, Unit D-2; and Dr. Marco Castellina,
Consigliere per le Questioni Sanitarie, Rappresentanza Permanente D’ Italia.
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The participants from the United States were Ms. Sally Stratmoen, Chief, Equivalence,
International Policy Staff, FSIS; Dr. Ghias Mughal, Branch Chief, International Review Steff,
FSIS; Dr. Faizur R. Choudry, International Audit Staff Officer, FSIS; Ms. Melinda D. Sallyards,
Agricultural Attaché, United States Mission to the European Union, Foreign Agricultural
Service, Brussels.

The following topics were discussed:

1. The continuing problems with the implementation and maintenance of SSOP in certified
establishments.

2. The continuing problems with implementation and maintenance of HACCP systems in
certified establishments.

3. Instances of actual product contamination and instances of the potential for direct product
contamination.

4. Inadequate inspection system controls, including the denaturing of condemned or inedible
products, enforcement of humane slaughter laws, use of inspection procedures to check for
disease, and carcass and offal inspection requirements.

5. Thelack of continuous inspection coverage in establishments producing products for export
tothe U.S.

6. Deficienciesin the Salmonella sampling and testing program.

7. Thelack of periodic supervisory reviews of certified establishments.

8. Deficienciesin Italy’s microbiological |aboratory testing programs.

Dr. Romano Marabelli, General Director, Department of Food Nutrition and Public Veterinary
Health stated that he would take the necessary steps to ensure that corrective actions and
preventive measures, including HACCP, SSOP, sanitation problems, and monthly visits as
promised during the audits and exit meetings in the individual establishments would be
implemented.

CONCLUSION

The Italian meat inspection system has major deficiencies, which demonstrate a lack of
government oversight as evidenced by the findings presented in the report.

Twenty-seven establishments were audited: nine were acceptable, ten were evaluated as
acceptable/re-review, and eight were unacceptable. The GOI meat inspection officials reinforced
the assurances made by the field personnel during and at the conclusions of the on-site audits of
the establishments, and stated that they would ensure prompt compliance. However, these
assurances have been given previoudly at the conclusion of the February 1998, January 1999, and
September 2000 audits, yet little if any corrective actions have been taken.
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Severa serious deficiencies were found in Italy’ s Salmonella testing programs, specificaly the
use of establishment personnel to select samples and testing of the samplesin private
laboratories, the modification of approved testing methods for Salmonella, and an inadequate
sample size for testing ready-to-eat products for Salmonella.

Dr. Faizur R. Choudry (signed)Dr. Faizur R. Choudry
International Audit Staff Officer
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ATTACHMENTS

Data collection instrument for SSOP

Data collection instrument for HACCP programs

Data collection instrument for E. coli testing.

Data collection instrument for Salmonella testing

Laboratory audit forms

Individual Foreign Establishment Audit Forms

Written Foreign Country’s Response to the Draft Final Audit Report
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Attachment A

Data Collection Instrument for SSOP

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
SSOP were met, according to the criteria employed in the U.S. domestic inspection program.
The data collection instrument contained the following statements:

PN PR

o o

7.

8.

The establishment has a written SSOP program.

The procedure addresses pre-operational sanitation.

The procedure addresses operational sanitation.

The pre-operational procedures address (at a minimum) the cleaning of food-contact
surfaces of facilities, equipment, and utensils.

The procedure indicates the frequency of the tasks.

The procedure identifies the individual s responsible for implementing and maintaining
the activities.

The records of these procedures and any corrective action taken are being maintained on
adally basis.

The procedure is dated and signed by the person with overall on-site authority.

The results of these evaluations were as follows:

1.Written | 2. Pre-op | 3. Oper. 4. Contact | 5. Fre- 6. 7. 8.
program | sanitation | sanitation | surfaces guency Responsi | Docume- | Dated
Est. # addressed | addressed | addressed | addressed | addressed | bleindiv. | ntation and
identified | done signed
daily

92 M/S o) o) NO 6 6 6 6 6
272MIS /6) /6) NO /6) /6) /6) NO /6)
312 M/S /6) /6) NO /6) /6) /6) NO /6)
304 M/s o) o) o) o) o) o) NO o)
643 M/S l6) NO l6) l6) l6) l6) NO l6)
768 M/S o) NO NO o) o) o) o) o)
791M/S ¢ ¢ ¢ o) 6 6 6 6
272L o) o) NO o) 6 o) NO 6
989-L o) o) NO o) 6 o) NO 6
363-L o) o) NO o) o) o) o) o)
240L o) o) o) o) o) o) o) o)
550L o) o) o) o) o) 6 6 6
515L o) o) o) o) o) o) o) o)
31L o) o) o) o) 6 6 6 6
1597L /6) /6) NO /6) NO NO NO NO
972L o) o) o) o) 6 6 6 6
500L o) o) o) o) o) 6 6 o)

205L O] O] O] O] O] O] O] O]

o O] O] O] O] O] O] O] O]

o8 @ @ @ @ @ @ @ @
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1.Written 2. Pre-op 3. Oper. 4. Contact 5. Fre- 6. 7. Docu- 8.
program sanitation | sanitation surfaces quency Respons- | mentation | Dated
Est. # | addressed | addressed | addressed addressed addressed ibleindiv. | donedaily | and
identified signed
1664M/S 0 0 0 ] 0 0 ] o
15941 o] o] o] 0 0 0 0 0
508L o] o] o] 0 0 0 0 0
1721 o] o] o] 0 0 0 0 0
11571 o o NO o NO NO NO NO
411 0 0 0 0 0 0 0 0
(s 0 0 0 0 0 0 NO 0

Documentation was also audited from the following establishments that were not visited on-site.

1.Written | 2. Preop | 3. Oper. 4. Contact | 5. Fre- 6. 7. Docu- 8. Dated
program sanitation | sanitation | surfaces quency Respons- | mentation | and
Est. # addressed | addressed | addressed | addressed | addressed | ibleindiv. | donedaily | signed
identified

14-L 0 0 0 0 0 0 NO 0
5L o) o o o o @) @) @)
350-L o] o] o] 0 0 0 0 0
368-L @) o] NO @) o] @) NO o]
613L 0 o o o o O s S
908-L 0 o o o o o $ $
374-L 0 0 0 0 0 0 NO 0
1170-L 0 0 0 0 0 0 0 0
a78L 0 o o o o O o S
675L 6 o o O O 6 NO o
1065-L 0 o o o o O s S
1551 0 o o o o O S S
T44L 0 o o o o 0 o o
a4 0 6 6 6 6 0 o o
673L 0 o] NO NO 0 0 0 o
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Attachment B

Data Collection Instrument for HACCP Programs

Each of the establishments approved to export meat products to the U.S. was required to have devel oped
and implemented a Hazard Analysis and Critical Control Point (HACCP) system. Each of these systems
was evaluated according to the criteria employed in the U.S. domestic inspection program. The data
collection instrument included the following statements:

1
2.

7.
8.
9

The establishment has aflow chart that describes the process steps and product flow.

The establishment has conducted a hazard analysis that includes food safety hazards likely to
occur.

The analysis includes the intended use of or the consumers of the finished product(s).

There is awritten HACCP plan for each product where the hazard analysis revealed one or more food
safety hazard(s) reasonably likely to occur.

All hazardsidentified in the analysis are included in the HACCP plan; the plan lists a CCP for each
food safety hazard identified.

The HACCP plan specifies critical limits, monitoring procedures, and the monitoring frequency
performed for each CCP.

The plan describes corrective actions taken when a critical limit is exceeded.

The HACCP plan was validated using multiple monitoring results.

The HACCP plan lists the establishment’ s procedures to verify that the plan is being effectively
implemented and functioning and the frequency for these procedures.

10. The HACCP plan’s record-keeping system documents the monitoring of CCPs and/or includes

records with actual values and observations.

11. The HACCP plan is dated and signed by a responsible establishment official.
12. The establishment is performing routine pre-shipment document reviews.

The results of these evaluations were as follows:

1. 2.Haz- | 3.Use 4. 5.CCPs | 6.Mon- | 7.Caorr. 8. Plan 9. Ade- 10.Ade- | 11.Dat- | 12.Pre-

Flow adan- | & Plan for al itoring actions valida quate quate ed and shipmt.
diagr aysis users for hazards | isspec- aredes- | ted verific. docu- signed doc.

Est. # am conduc | includ- | each ified cribed proced- menta- review

t-ed ed hazard ures tion

92M/IS o NO | o o o NO NO NO NO NO o o

272MIs o o o o o NO NO NO NO NO NO NO

312M/s o o o o o NO NO o NO NO o NO
304 M/S o NO o) o o) NO NO NO NO o) o o
643 M/S o o o o o NO NO NO NO NO o o
768 M/S o o o o o NO NO NO NO o o o
791IM/S o NO o o o NO NO NO NO o o o

272-L o o o o o NO NO NO NO o NO NO

989-L o o NO o o NO NO NO NO NO o NO
}IL | NO| o o NO | o o o o NO o o o
4L | o o o o NO o o o o o
S%0-L | o NO | © o o NO NO o NO o o o)
SISL | o o o o o NO NO NO NO o o o
st o o o o o NO NO o NO o o o
1L o o o o o o NO o o o o o

1s97-L NO | NO o o NO o NO | NO NO NO NO NO
gr-L o) o) o) o) o) o) NO o) o) o) o) o)
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5001 o o o o o o NO o o o o o
205L o o o NO | © o 6| No | NO o o o

oL o o o o o o NO o o NO o o)

b4sL o o o o o o o o o o o o
1664M/S o o o o o NO NO | NO NO o NO NO
1594L o o o o o o o o o o o o
12 o o o o o o o o o o o o
11571 o o o o o o o o o o o o
508L o o o o o o o o o o o o
41L o) o) o) o) o) o) NO | NO o) o) o) o)

Documentation was also audited from the following establishments that were not visited on-site.

1 2. Haz- 3.Use 4. 5.CCPs | 6.Mon- | 7.Corr. 8. Plan 9. Ade- 10.Ade- | 11.Dat- | 12.Pre

Flow ard an- & Plan for al itoring actions valide quate quate ed and shipmt.
diagra aysis users for hazards | isspec- aredes- | ted verific. docu- signed doc.

Est. # m conduct- | includ- | each ified cribed proced- menta- review

ed ed hazard ures tion

4L o) o) o) o) o) o) o) o) o) o) o) o)
5L o o o o o NO NO NO NO o o o
350-L o o o o o NO NO NO NO e} o o
368-L o o o o o NO NO NO NO o o o
613-L o o o o o NO NO NO NO o o o
908-L o) o) o) o) o o) NO o) NO o) o) o
1170-L ) ) ) ) ) o ) ) ) ) ) )
4re-L o) o) o) o) o) o) o) o) o) NO o) o
6751 o) o) o) o) o) o) o) o) o) o) o) o)
1065-L o) o) o) o) o) o) o) o) o) o) o) o)
1551 o) o) o) o) o) o) o) o) o) o) o) o)
a4l o) o) o) o) o) o) o) o) o) o) o) o)
444-L o) o) o) o) o) o) o) o) o) o) o) o)
673-L o) o) o) o) o) o) o) o) o) o) o) o)
374-L o) o) o) o] o) NO NO NO NO o) o] o

NOTE: Establishment 627-L was randomly selected for record audit but it was removed from U.S. approved list by the MPH inspection service
effective May 9, 2001, as requested by the establishment.
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Attachment C

Data Collection I nstrument for Generic E. coli Testing

Each establishment was evaluated to determine if the basic FSIS regulatory requirements for
generic E. coli testing were met, according to the criteria employed in the U.S. domestic
inspection program. The data collection instrument contained the following statements:

The establishment has a written procedure for testing for generic E. coli.

The procedure designates the employee(s) responsible to collect the samples.

The procedure designates the establishment location for sample collecting.

The sample collection is done on the predominant species being slaughtered.

The sampling is done at the frequency specified in the procedure.

The proper carcass site(s) and/or collection methodology (sponge or excision) is being

used for sampling.

The carcass selection is following the random method specified in the procedure or is

being taken randomly.

8. The laboratory is analyzing the sample using an AOAC Official Method or an
equivalent method.

9. The results of the tests are being recorded on a process control chart showing the
most recent test results.

10.  Thetest results are being maintained for at least 12 months.

ourMwNE

~

1LWrit- | 2. 3.Sam | 4. Pre- 5. 6.Pro- | 7. 8. 9. Chart | 10. Re-
ten pro- | Samp- pling domin. Samp- | persite | Samp- Using or sultsare
Est. # | cedure | lerdes | lo- species | ling at or ling AOAC | graph kept at
ignated | cation | sampled | the method | random | method | of least 1 yr
given req d results
freg.

92 o] o o] o] 0 0 o] o] NO 0
M/S
272 o) o) o] o) NO NO o) o] NO o]
M/S
312 o] o] o] 0 0 o] NO o] o] 0
M/S
304 6] NO 6] o] o) NO 6] o) o] 0
M/S
643 o] o] o] o] 0 0 0 0 0 0
M/S
768 6] o) o] o] 6] NO o) o) NO o]
M/S

0 0 0 0 0 0 0 0 0 0

791M/S
1664M/ o} o 0 o NO NO NO o} ¢} o
S
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Attachment D

Data Collection | nstrument for Salmonella Testing

Each daughter establishment was evaluated to determine if the basic FSIS regulatory
requirements for Salmonella testing were met, according to the criteria employed in the U.S.
domestic inspection program. The data collection instrument included the following statements:
1. Salmonella testing is being done in this establishment.

2. Carcasses are being sampled.

3. Ground product is being sampled.

4, The samples are being taken randomly.

5. The proper carcass site(s) and/or collection of proper product (carcass or ground) is being
used for sampling.

6. Establishments in violation are not being allowed to continue operations.

The results of these evaluations were as follows:

1. Testing 2. Carcasses | 3. Ground 4. Samples 5. Proper site | 6. Violative
Est. # asrequired aresampled | productis are taken and/or est’s stop
sampled randomly proper prod. | operations
92 M/S ) ) N/A @) o) o)
272 M/S ) ) N/A @) NO o)
312 M/S o o N/A NO o o
304 M/S ) ) N/A @) NO o)
643 M/S ) ) N/A @) ) o)
768 M/S ) ) N/A @) NO o)
791M/S ) ) N/A NO ) o)
1664M/S ) ) N/A NO NO o)
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{c} PRODUCT PROTECTION & HANDLIN: Pre-boning trim %o |imports N
Personal dress and habits . |Boneless meat reinspection % | HACCP...See Attachment C M
Personal hygiene practices ’ ‘\ Ingredients identification '53[\
Sanitary dressing procedures . | Control of restricted ingredients e

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90), WHICH MAY BE USED UNTIL §EXHAUSTED.

Designed on PerFORM PRO Sottware by Deiring



S DEPARTMENT OF AGRICULTURE _ REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Agrate Brianza (MI)
: 05/31/01 Est. 17-L COUNTAY
FOREIGN PLANT REVIEW FORM *Star Stabilimento Alimentare S.P.A. ITALY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Galli Marco, Supervisor 7 Dr. Castoldi [ acceptate necepatiel [ unacceptasie
CODES (Give an appropriate code for each review item listed below]
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed QO = Does not appl
pply
. . . 28 .
1. CONTAMINATION CONTROL Cross contamination prevention A Formulations 51
. oo 29 . . 56
(a) BASIC ESTABUISHMENT FACILITIES Equipment Sanitizing a | Packaging materials A
Water potability records %% |Product handling and storage 3% | Laboratory confirmation A
Chlorination procedures 92 | Product reconditioning ¥y | Label approvals 8
Back siphonage prevention %, |Product transportation 32 | Special label claims S
Hand washing facilities °‘A (d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring 5°A
Sanitizers %, | Effective maintenance program 33, | Processing schedules s
A ] A g A
Establishments separation %y | Preoperational sanitation *\1 | Processing equipment A
Pest --no evidence %4 | Operational sanitation %, | Processing records 63
Pest control program %, | Waste disposal 36 | Empty can inspection 64
Pest control monitoring A 2. DISEASE CONTROL Filling procedures 63
Temperature control "% {Animal identification 30 | Container closure exam A
Lighting " {Antemorteminspec. procedures | g |Interim container handling A
Operations work space 2 ] Antemortem dispositions 35 | Post-processing handling vy
Inspector work space o |Humane Slaughter “> |Incubation procedures iy
Ventilation % |Postmortem inspec. procedures *0 | Process. defect actions -- plant | "%
" Facilities approval s | Postmortem dispositions *9 | Processing control -- inspection |7}
Equipment approval ', ]Condemned product control A 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “0 | Export product identification 2
Over-product ceilings Y% | Returned and rework product “. |Inspector verification A
Over-product equipment R 3. RESIDUE CONTROL Export certificates oA
Product contact equipment 'Y | Residue program compliance "% |Single standard =
Other product areas (inside) 2%, | Sampling procedures “, linspection supervision A
Dry storage areas 2. | Residue reporting procedures ‘s |Controt of security items ”
Antemortem facilities 2, | Approval of chemicals, etc. “4 | Shipment security A
I ) . . .- . 79
Welfare facilities 23 | Storage and use of chemicals *%. | Species verification A
f g A P
Outside premises “ 4 PROCESSED PRODUCT CONTROL “Equal to" status 8
{c) PRODUCT PROTECTION & HANDUING Pre-boning trim s Imports ‘"A
Personal dress and habits | %, |Bonetess meat reinspection i %%
Personal hygiene practices % |Ingredients identification A
Sanitary dressing procedures 2%y | Control of restricted ingredients 5 COMMENTS MADE ON REVERSE
Y g §) A

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/901. WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Sottware by Delrina



U5 DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME cITY
INTERNATIONAL PROGRAMS Ro (MI)
05/29/01 Est. 31-L
FOREIGN PLANT REVIEW FORM Giuseppecitterio Salumificio S.P.A. IC%’E;RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Enrico Melgrati & Dr. Castoldi Acmm,,e D Acceptables Duﬂmemw
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginailly Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2'; Formulations 5:
. (a) BASIC ESTABUSHMENT FACILITIES Equipment Sanitizing zi Packaging materials SGA
Water potability records 9 | Product handling and storage %% | Laboratory confirmation 5?7
Chlorination procedures 22, {Product 'reconditioning 3‘A Label app}ovals 5‘3‘
Back siphonage prevention 9, | Product transportation 32 | Special 1abel claims %
Hand washing facilities % (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring 5°A
Sanitizers %, | Effective maintenance program %% | Processing schedules s
Establishments separation %, | Preoperational sanitation 3 | Processing equipment &
Pest --no evidence 9% | Operational sanitation *+ | Processing records &3
Pest control program % | Waste disposal % | Empty can inspection 54
Pest control monitoring o 2. DISEASE CONTROL Filling procedures 62
‘Temperature control '% | Animat identification ¥ | Container closure exam se
Lighting " |Antemortem inspec. procedures | *% | Interim container handling &
Operations work space 2 ] Antemortem dispositions ¥% | Post-processing handling a8
Inspector work space 'o |Humane Slaughter *d |incubation procedures &
Ventilation 4 |Postmortem inspec. procedures “0 |Process. defect actions -- plant {’%
Facilities approval s |Postmortem dispositions “D | Processing control -- inspection |7},
Equipment approval '€ | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
{bl CONDITION OF FACILITIES EQUIPMENT Restricted product control “0 | Export product identification N
Over-product ceilings 7. |Returned and rework product % |inspector verification 5
Over-product equipment A 3. RESIOUE CONTROL Export certificates 7‘A
Product contact equipment %, | Residue program compliance ‘o |Single standard A
Other product areas finside) 29 | Sampling procedures “D |Inspection supervision *
Ory storage areas n Residue reporting procedures “b Control of security items 7:‘
Antemortem facilities 2 | Approval of chemicals, etc. “A | Shipment security A
‘Welfare facilities . lStorage and use of chemicals * | Species verification - "
Outside premises ":\ 4. PROCESSED PRODUCT CONTROL “Equal to" status - o
{c} PRODUCT PROTECTION & HANDLING Pre-boning trim 5'0 lmports ) °‘A
Personal dress and habits 1 2% |Boneless meat reinspection | 52 - T
Personal hygiene practices %6 lingredients identification s3 N
Sanitary dressing procedures 2y |Control of restricted ingredients | %% COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11790}, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Detrna




U5, DEPARTMENT OF AGRICULTURE ~ REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Zola, Predosa
. 5/30/01 Est. 0041/L COUNTRY
FOREIGN PLANT REVIEW FORM Alcisa S.p. A. ltaly
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. Milana [(Ja nceoan  [] unacceptatie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations 5;
{a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 5;
Water potability records 9, | Product handling and storage *4 | Laboratory confirmation A
Chiorination procedures 92 | Product reconditioning 31 | Label approvals 58
Back siphonage prevention %, |Product transportation 32_ | Special label claims 2
Hand washing facilities °‘A (d} ESTABUSHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %% ] Effective maintenance program % |Processing schedules s
Establishments separation %, | Preoperational sanitation *. | Processing equipment 2
Pest --no evidence 9, | Operational sanitation %, | Processing records s
Pest control program % | waste disposal 3¢, | Empty can inspection 50
Pest control monitoring s 2. DISEASE CONTROL Filling procedures 63
Temperature control % | Animal identification *0 | Container closure exam )
Lighting ", | Antemortem inspec. procedures | %% |interim container handiing e
Operations work space ‘2 | Antemortem dispositions ¥0 | Post-processing handling o
Inspector work space '%, Humane Slaughter ‘°0 lncubation procedures 5%
Ventilation % | Postmortem inspec. procedures | *, | Process. defect actions -- plant | %
Facilities approval 'S, | Postmortem dispositions *s> | Processing control -- inspection | 7Y
Equipment approval ‘¢, | Condemned product control ‘3U §. COMPLIANCE/ECON. FRAUD CONTROL
{b] CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification 2
Over-product ceilings 'y | Returned and rework product “N |Inspector verification =
Over-product equipment A 3. RESIDUE CONTROL Export certificates “
Product contact equipment 'L | Residue program compliance “°s | Single standard ™
Other product areas finside) R¢ | Sampling procedures 47, ]Inspection supervision A
Dry storage areas 21 | Residue reporting procedures “% | Control of security items A
Antemortem facilities %, | Approval of chemicals, etc. “. | shipment security ®
Welfare facilities 2, | Storage and use of chemicals . | Species verification A
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status ' %
{c} PRODUCT PROTECTION & HANDLING Pre-boning trim 0 |!mports P
Personal dress and habits | 2%, | Boneless meat reinspection 5 i
Personal hygiene practices 126 |ingredients identification 2
Sanitary dressing procedures 27 | Control of restricted ingredients | %%,

FSIS FORM 8520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90), WHICH MAY 8E USED UNTIL EXHAUSTED.

Desgned on PerFORM PRO Software by Delrina




U.S. DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE
INTERNATIONAL PROGRAMS

FOREIGN PLANT REVIEW FORM

REVIEW DATE

05/23/01 Est. 92

ESTABLISHMENT NO. AND NAME

Fumagalli Industria Alimentare S.P. A.

CITY
Tavernerio

COUNTRY
ITALY

NAME OF REVIEWER
Dr. Faiz R. Choudry

NAME OF FOéEIGN OFFICIAL
Dr. Gridavilla, Dr. Noe, & Dr. Castoldi

D N D Acceptable/
by t

EVALUATION

CODES (Give an appropriate code for each review item listed below}

Unacceptable

A = Acceptable M = Marginally Acceptable U = Unacceptable N Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2;4 Formulations

{a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing Zi Packaging materials
Water potability records 9% | Product handling and storage 3% | Laboratory confirmation
Chlorination procedures 9% |Product reconditioning 3. | Label approvals
Back siphonage prevention %, |Product transportation 32 | Special labe! claims
Hand washing facilities °‘A (d} ESTABUSHMENT SANITATION PROGRAM Inspector monitoring
Sanitizers %y | Effective maintenance program *1x | Processing schedules e
Establishments separation 1%, | Preoperational sanitation 30U | Processing equipment
Pest ¥no evidence %% | Operational sanitation 3% | Processing records 6
Pest control program %8, | Waste disposal 3, | Empty can inspection
Pest control monitoring % 2. DISEASE CONTROL Filling procedures
Temperature control % Animal identification 3. | Container closure exam 6
Lighting 'Y, | Antemortem inspec. procedures | %% |Interim container handling 6
Operations work space 2 | Antemortem dispositions *. | Post-processing handling 6
Inspector work space 'i Humane Slaughter ‘°A Incubation procedures 6
Ventilation % |Postmortem inspec. procedures ‘M | Process. defect actions -- plant |’
Facilities approval s | Postmortem dispositions “2 | Processing control -- inspection |7}
Equipment approval ‘¢, {Condemned product control U 5. COMPUANCE/ECON. FRAUD CONTROL

{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification

Over-product ceilings v |Returned and rework product “N |Inspector verification
Over-product equipment ¥ 3. RESIDUE CONTROL Export certificates “
Product contact equipment %t [ Residue program compliance “ |Singte standard
Other product areas (inside) 0, | Sampling procedures “”s |Inspection supervision
Dry storage areas 2%, |Residue reporting procedures “% | Control of security items n
Antemortem facilities 2 | Approval of chemicals, etc. “4 | shipment security
Welfare facilities 2 | Storage and use of chemicals * Species verification
Outside premises 2 4. PROCESSED PRODUCT CONTROL :Equal to” status

{c) PRODUCT PROTECTION & HANOLING Pre-boning trim > In;ports &
Personal dress and habits ® Boneless meat reinspection %% | ~acce o v
Personal hygiene practices %6 lingredients identification N -
Sanitary dressing procedures 27 | Control of restricted ingredients *o COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

AEPLACES FSIS FORM 9520-2 (11/90). WHICH MAY B8E USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Deltina



U5 DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME ey -
INTERNATIONAL PROGRAMS Reggio Emilia
FOREIGN PLANT REVIEW FORM | 200" | Unibon Satumi Sos. Coop. A.r.L. ﬁglt)l’NTRY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr.Moscardini [X] accentovie [ acseman [ ] unacceptatie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 23A Formulations SSA
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 5:
Water potability records 9 | Product handling and storage %, | Laboratory confirmation A
Chilorination procedures 9, | Product reconditioning %', | Labet approvals s8
Back siphonage prevention %, | Product transportation 32 | Special label claims =
Hand washing facilities °‘A {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring °°A
Sanitizers %, | Effective maintenance program %, | Processing schedules A
Establishments separation | %, | Preoperational sanitation *. | Processing equipment &2
Pest --no evidence 9. | Operational sanitation %, | Processing records o
Pest control program %, | Waste disposal 3. | Empty can inspection %0
Pest control monitoring - 2. DISEASE CONTROL Filling procedures 50
Temperature control '%  Animal identification ¥0 | Container closure exam %
Lighting v | Antemortem inspec. procedures 3% |interim container handling o
Operations work space '2 | Antemortem dispositions 35 | Post-processing handling 5
Inspector work space % |Humane Slaughter *d |Incubation procedures >
Ventilation . | Postmortem inspec. procedures “0 | Process. defect actions -- plant | %
Facilities approval 'S, | Postmortem dispositions “S | Processing control -- inspection | 7
Equipment approval '¢. | Condemned product control X 5. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification 7
Over-product ceilings . | Returned and rework product ‘N linspector verification =
Over-product equipment A 3. RESIDUE CONTROL Export certificates Ly
Product contact equipment % | Residue program compliance ““. | single standard =
Other product areas finside/ 2. | Sampling procedures “4 |Inspection supervision A
Dry storage areas 2, | Residue reporting procedures “8. | Control of security items A
Antemortem facilities %, |Approval of chemicals, etc. “. | shipment security A
Welfare facilities 3, | Storage and use of chemicals %% | Species veritication "\
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status 89
{¢) PRODUCT PROTECTION & HANDLING Pre-boning trim 5% {!mports A
Personal dress and habits . | Boneless meat reinspection 5%
Personal hygiene practices % lingredients identification =, - N
Sanitary dressing procedures 27, | Control of restricted ingredients 5,

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/301. WHICH MAY 8€ USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Oelrina




U.S. DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
PO R ERNATIONAL PROGRAMS - San Daniele D Fruili
FOREIGN PLANT REVIEW FORM | 20! Ecire Di i COUNTRY
Principe Di San Daniele S.p.A. ltaly
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. Caliz [ Jacceptavie pcenietlel ] unacceptaste
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
. . . 28 . S5
1. CONTAMINATION CONTROL Cross contamination prevention A | Formulations A
. e s 29 . . 56
(2) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing Packaging materials
A ging A
Water potability records %% |Product handling and storage % | Laboratory confirmation A
Chlorination procedures %2 1 Product reconditioning 3y |Label approvais se
Back siphonage prevention %, | Product transportation 32} Special label claims Y
Hand washing facilities *“ (d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers 9%, | Effective maintenance program ¥, | Processing schedules A
Establishments separation %, | Preoperational sanitation 3 | Processing equipment 62
A A g equip A
Pest --no evidence ° | Operational sanitation 35, | Processing records A
Pest control program %8, | Waste disposal 3, | Empty can inspection %
Pest control monitoring oy 2. DISEASE CONTROL Filling procedures >
Temperature control % [ Animal identification % | Container closure exam N
Lightin "', | Antemortem inspec. procedures | 3% |Interim container handlin &
gnting A o g o
Operations work space 2 | Antemortem dispositions %, | Post-processing handlin 68
p A o g g o)
Inspector work space ‘30 Humane Staughter “S |incubation procedures ‘%)
Ventilation ¥4 | Postmortem inspec. procedures “0 | Process. defect actions -- plant |’%
Facilities approval s [Postmortem dispositions “D |Processing control -- inspection |7,
Equipment approval '8, | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
quip A u
(b) CONOITION OF FACILITIES EQUIPMENT Restricted product control ““. | Export product identification 72
Over-product ceilings A Returned and rework product “N |Inspector verification SN
Over-product equipment - 3. RESIDUE CONTROL Export certificates "A
Product contact equipment ', | Residue program compliance ‘6. lSingle standard s
U A g A
Other product areas (inside) 2, | sampling procedures “%. {Inspection supervision N
Dry storage areas 2! | Residue reporting procedures 8 | Control of security items ”
Y g g A Y A
Antemortem facilities 220 Approval of chemicals, etc. “ | Shipment security A
Welfare facilities 3, | storage and use of chemicals %% |Species verification o
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status %
{c) PRODUCT PROTECTION & HANDLING Pre-boning trim *y |imports ' °‘A
Personal dress and habits 5, | Boneless meat reinspection 52 IHACCP... See AttachmentC ™
A
Personal hygiene practices %, lIngredients identification A
Sanitary dressing procedures 2. | Control of restricted ingredients ot l

£SIS FORM 9520-2 (2/93) REPLACES FSIS FORM 9520-2 (11/90), WHICH MAY BE USED UNTIL EXHAUSTED. Designed on PerFORM PRO Software by Deirna




Fo%.g- f};‘%%ﬁ%?‘%e REVIEW DATE | ESTABUSHMENT NO. AND NAME &ngmo R
05/24/01 Est. 240-L
FOREIGN PLANT REVIEW FORM Salumificio Goldoni Domenico E.C S.P.A. IC'IC')XE;’RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Cozzolino, Supervisor [X] acceptate ASceptable/ [ Unacceptatie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention ZBA Formulations 5’;
{a} BASIC ESTABUSHMENT FACILITIES Equipment Sanitizing z::‘ Packaging materials Si
Water potability records %% ] Product handling and storage % | Laboratory confirmation *o
Chlorination procedures %2, | Product reconditioning 3‘A Label approvals 58
Back siphonage prevention % | Product transportation 32 | Special label claims %
Hand washing facilities % {d} ESTABLISHMENT SANITATION PROGRAM Inspector monitoring %
Sanitizers %, | Effective maintenance program 3% | Processing schedules Ny
Establishments separation %, | Preoperational sanitation M | Processing equipment 82
Pest --no evidence 9+ | Operational sanitation ¥+ | Processing records A
Pest control program 8 | waste disposal 3¢ | Empty can inspection )
Pest control monitoring o2 2. DISEASE CONTROL Filling procedures 63
Temperature control '% 1Animal identification ¥ | Container closure exam )
Lighting s | Antemortem inspec. procedures | *%y |interim container handling %
Operations work space 2 ] Antemortem dispositions 35 | Post-processing handling %
Inspector work space % |Humane Slaughter “S |incubation procedures )
Ventilation ' | Postmortem inspec. procedures “o | Process. defect actions -- plant | g
Facilities approval %, | Postmortem dispositions *5 | Processing control -- inspection { !
Equipment approval "A Condemned product control "A S. COMPUANCE/ECON. FRAUD CONTROL
(b} CONOITION OF FACILITIES EQUIPMENT Restricted product control “0 | Export product identification 7
Over-product ceilings s | Returned and rework product “N |Inspector verification '
Over-product equipment A 3. RESIDUE CONTROL Export certificates oy
Product contact equipment % |Residue program compliance ‘0 | Single standard 7»5
Other product areas (inside) 2% | Sampling procedures ‘D |!nspection supervision 1
Dry storage areas 2 | Residue reporting procedures “o Control of security items "A
Antemortem facilities Z, | Approval of chemicals, etc. “% | Shipment security "
Welfare facilities B |Storage and use of chemicals *% | Species verification o
Qutside premises Z‘A 4. PROCESSED PRODUCT CONTROL "Equal to" status .
{c) PRODUCT PROTECTION & HANDLING Pre-boning trim *» |!mports "a
Personal dress and habits . | Boneless meat reinspection T Y |
Personal hygiene pract_ic;:s 2, |ingredients identification o 2 -
Sanitary dressing procedures % | Control of restricted ingredients i COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/901, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PecrFORM PRO Soltware by Delrina



us: f?f:::‘m%m%:fﬁgﬁ;“;#é?“% REVIEW DATE | ESTABLISHMENT NO. AND NAME g;nrym oot
om
05/09/01 Est. 272-M/S 2
FOREIGN PLANT REVIEW FORM Cesare Fiorucci S.P.A. f’?Xﬁ?Y

NAME OF REVIEWER
Dr. F. Choudry & Dr. G. Mughal

NAME OF FOREIGN OFFICIAL

Dr.Claudio Principi & Dr. Adriano Giorgioni

D . D Acceptable/
P R i

EVALUATION

Unacceptable

CODES (Give an appropriate code for each review item listed below)

A = Acceptable M = Marginally Acceptable U = Unacceptable N Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention z; Formulations 550
(a} BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing ”A Packaging materials 5‘;
Water potability records %% }Product handling and storage ¥ | Laboratory confirmation %
Chilorination procedures 9% | Product reconditioning . | Label approvals ' N
Back siphonage prevention %, | Product transportation 32 | Special label claims *>
Hand washing facilities °M {d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring A
Sanitizers % |Effective maintenance program ¥ | Processing schedules o
Establishments separation %, | Preoperational sanitation *u | Processing equipment 5
Pest --no evidence 9%t | Operationat sanitation 3% | Processing records 63
Pest control program % | Waste disposal ¥, | Empty can inspection %
Pest control monitoring b 2. DISEASE CONTROL Filling procedures o
Temperature control % [ Animal identification ¥ | Container closure exam N
Lighting ‘M | Antemortem inspec. procedures | %, [Interim container handling &%
Operations work space 2 | Antemortem dispositions 3. | Post-processing handling S
Inspector work space % |Humane Slaughter “% |incubation procedures - 63
Ventilation " |Postmortem inspec. procedures “s | Process. defect actions — plant |G
Facilities approval Y. | Postmortem dispositions 2 | Processing control - inspection |
Equipment approval % | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
(b) COND(TION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification A
Over-product ceilings 'Y | Returned and rework product ‘3\ ln;pector verification 73A
Over-product equipment " 3. RESIDUE CONTROL Export certificates “
Product contact equipment %t | Residue program compliance ““. |l Single standard A
Other product areas (inside) 29 | Sampling procedures ‘7. |Inspection supervision A
Dry storage areas 2. | Residue reporting procedures % | Control of security items ”
Antemortem facilities 22 | Approval of chemicals, etc. “ | shipment security A
Welfare facilities 2 | Storage and use of chemicals *% | Species verification |
Outside premises i “ 4. PROCESSED PRODUCT CONTROL "Equal to” status .t
{c} PRODUCT PROTECTION & HANOLING Pre-boning trim >« |!mports ®
Personal dress and habits *. | Boneless meat reinspection 2. 1HACCP B ! v
Personal hygiene practices i 2. |!Ingredients identiﬁcatidn *o o |
Sanitary dressing procedures 77, 1 Control of restricted ingredients 5‘0 COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90), WHICH MAY B8E USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Sofewsare by Delrina



U.S. DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE
INTERNATIONAL PROGRAMS

FOREIGN PLANT REVIEW FORM

REVIEW DATE

05/08,09/01

ESTABLISHMENT NO. AND NAME

Est. 272-L

Fiorucci Cesare Salumificio S.P.A.

CITY
Pomezia

COUNTRY
ITALY

NAME OF REVIEWER
Dr. F. Choudry & Dr. G. Mughal

NAME OF FOREIGN OFFICIAL
Dr.Claudio Principi & Dr. Adriano Giorgioni

EVALUATION

[(a

l ]Acce table/
R o: -.>< Unacceptable

CODES (Give an appropriate code for each review item listed below]

A = Acceptable M = Marginally Acceptable U = Unacceptable = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention |-y, | Formulations 5:
_ (s] BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing zi Packaging materials SGA
Water potability records or Product handling and storage ”M Laboratory confirmation 570
Chlorination procedures 92 | Product reconditioning 31 | Label approvals oA
Back siphonage prevention %, | Product transportation 32 | Special 1abel claims %
Hand washing facilities % {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring .
Sanitizers %% | Effective maintenance program %4 | Processing schedules 81
Establishments separation %, | Preoperational sanitation 30U | Processing equipment s
Pest --no evidence %7, | Operational sanitation 3%y | Processing records 't
Pest control program 08 Waste disposal 3. | Empty can inspection %
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures %o
Temperature control “f‘ -1 Animal identification 370 Container closure exam 1%
Lighting s |Antemortem inspec. procedures | 3% |Interim container handling o
Operations work space '2 | Antemortem dispositions 35 | Post-processing handling e
Inspector work space '> |Humane Staughter “® |Incubation procedures )
Ventilation s |Postmortem inspec. procedures | “}; {Process. defect actions -- plant |79
Facilities approval . | Postmortem dispositions “S | Processing control -- inspection | 7Y
Equipment approval ', {Condemned product control ‘fw 5. COMPUANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “a | Export product identification A
Over-product ceilings 't |Returned and rework product *N |inspector verification X
Over-product equipment b ¥ 3. RESIDUE CONTROL Export certificates “
Product contact equipment "u Residue program compliance “o Single standard 7%
Other product areas (inside) B¢ | Sampling procedures “o |inspection supervision A
Dry storage areas 2. |Residue reporting procedures “0 Control of security items "A
Antemortem facilities 2, | Approval of chemicats, etc. “% | shipment security A
Welfare facilities 2 |Storage and use of chemicals *% |Species ventfication "
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to-' status U
{c) PRODUCT PROTECTION & HANOLING Pre-boning trim 5'0 lmports - o
Personal dress and habits B Boneless meat reinspection | *5 |Haccee o N IS
Personal hygiene practices %, Ingredie-nts identification o N T
Sanitary dressing procedures %o |Control of restricted ingredients . COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/901, WHICH MAY BE USED UNTIL EXHAUSTED.

Des.gned on PerFORN PRO Software by Delrina




U5, DEPARTMENT OF AGRICULTURE _ REVIEW DATE | ESTABLISHMENT NO. AND NAME cITy
INTERNATIONAL PROGRAMS 05/22/01 Est. 304 M/S Macaria (MN)
FOREIGN PLANT REVIEW FORM Mec Cami S.P.A. [C'[?XE;RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Pierantoni & Dr. Pasin, IIC [(a [X]asceomiel ] ynacceprasie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2;( Formulations 550
{a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing zi Packaging materials 5:
Water potability records 9 | Product handling and storage %% | Laboratory confirmation o
Chlorination procedures 92, ] Product reconditioning 3;“ Label approvals =
Back siphonage prevention %, |Product transportation 2 Special label claims *o
Hand washing facilities %A {d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %4 | Effective maintenance program' | %, | Processing schedules o
Establishments separation %, | Preoperational sanitation *\ | Processing equipment 5
Pest --no evidence U | Operational sanitation ¥ | Processing records 1%%
Pest control program %, | waste disposal 3, | Empty can inspection %
Pest control monitoring o 2. DISEASE CONTROL Filling procedures ‘f’o
Temperature control "% | Animal identification 3% | Container closure exam %
Lighting s | Antemortem inspec. procedures % | interim container handling o
Operations work space 2 | Antemortem dispositions ¥4 | Post-processing handling o
Inspector work space % |Humane Staughter “4 |incubation procedures %
Ventilation % |Postmortem inspec. procedures | *, |Process. defect actions — plant |’%
Facilities approval . |Postmortem dispositions “% | Processing control -- inspection |7,
Equipment approval %, | Condemned product control “ 5. COMPUANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification =
Over-product ceilings % 1Returned and rework product “N |inspector verification A
Over-product equipment A 3. RESIDUE CONTROL Export certificates 7
Product contact equipment 2t | Residue program compliance ““. ]Single standard =
Other product areas (inside/ %, | Sampling procedures “s |inspection supervision “
Dry storage areas 211 | Residue reporting procedures ““. | Control of security items A
Antemortem facilities ”A Approval of chemicals, etc. “4 | shipment security N
Welfare facilities 2 | Storage and use of chemicals *% |Species verification ®
Outside premises 0 4. PROCESSED PRODUCT CONTROL "Equal to" status - %
{c] PRODUCT PROTECTION & HANDLING Pre-boning trim *v |imports . s
Personal dress and habits . |Boneless meat reinspection o - !
Personal hygiene practices %1 |Ingredients identification 5 [
Sanitary dressing procedures 27 | Control of restricted ingredients | 3¢ COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FOARM 9520-2 (117901, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Delrina




.

FO%SSDA?EA‘_YRT:ANES‘:' N%ié‘gﬁ'g#%?nﬁcs REVIEW DATE | ESTABLISHMENT NO. AND NAME CiTY
INTERNATIONAL PROGRAMS Castelverde
05/16/01 Est. 312-M/S
FOREIGN PLANT REVIEW FORM Coop. Agricola Bertana S. r. L. [C{?XE{{RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL | EVALUATION
Dr. FAIZ R. CHOUDRY Dr. Fucilli & Dr. Castoldi [ Jaceeoavie  [X]ASZ23%/ [ ynaccoptasie
CODES (Give an appropriate code for each review item listed belowl)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2‘;\ Formulations SSA
(a} BASIC ESTABUSHMENT FACILITIES Equipment Sanitizing ZSA Packaging materials “A
Water potability records % | Product handling and storage 3‘3\ Laboratory confirmation A
Chilorination procedures %2 1 Product reconditioning *'+ | Label approvals s8
Back siphonage prevention %, | Product transportation 32 | Special labe! claims s
Hand washing facilities % {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %, | Effective maintenance program *a | Processing schedules “a
Establishments separation %, | Preoperational sanitation 3 | Processing equipment 2
Pest --no evidence %%, | Operational sanitation 3 | Processing records e,
Pest control program %, | Waste disposal 3, | Empty can inspection &
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures %
Temperature control "% | Animal identification 3. | Container closure exam o
Lighting s {Antemortem inspec. procedures | *, | Interim container handling A
Operations work space '2 | Antemortem dispositions | ¥, | Post-processing handling “
Inspector work space Y% |Humane 'Slaughter “ | incubation procedures e
Ventilation %4 | Postmortem inspec. procedures “u | Process. defect actions -- plant |’%
Facilities approval % | Postmortem dispositions % | Processing control -- inspection |7}
Equipment approval . | Condemned product control “ 5. COMPUANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACIUTIES EQUIPMENT Restricted product control “A | Export product identification N
Over-product ceilings Y% |Returned and rework product “4 linspector verification A
Over-product equipment A 3. RESIDUE CONTROL Eprrt certificates “
Product contact equipment '3, | Residue program compliance “‘. ISingle standard ™
Other product areas (inside) 2, | Sampling procedures “s» |Inspection supervision (oA
Dry storage areas 2 | Residue reporting procedures “% | Control of security items A
Antemortem facilities 2“:‘ Approval of chemicals, etc. ‘1 Shipment security X
Welfare facilities 23 | Storage and use of chemicals *% | Species verification "
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status A
{c) PRODUCT PROTECTION & HANDLING Pre-boning trim S |Imports '
Personal dress and habits [ 2% Boneless meat reinspection 2 lHacce o v
Personal hygiene practices 26, | Ingredients Aidé'ﬁtiﬁcation = o
Sanitary dressing procedures 7 | Control of restricted ingredients oy COMMENTS MADE ON REVERSE

FSIS FORM 8520-2 (2/93)

REPLACES FSIS FORM 9520-2 (117901, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Deirina




U.S. DEPARTMENT OF AGRICULTURE
FOOD SAFETY AND INSPECTION SERVICE
INTERNATIONAL PROGRAMS

FOREIGN PLANT REVIEW FORM

REVIEW DATE

05/18/01

Est. 363-L

ESTABLISHMENT NO. AND NAME

Montorse Francesco e Figli S.P.A.

CITY
Villa Franca

COUNTRY
ITALY

NAME OF REVIEWER
Dr. F. CHOUDRY & Dr. G. Mughal

NAME OF FOREIGN OFFICIAL
Dr. Foroni, Supervisor & Dr. Residoni, [IC

D A Acceptable/

EVALUATION

D Unacceptatle

CODES (Give an appropriate code for each review item listed below}

A = Acceptable M = Marginally Acceptable U = Unacceptable N Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2; Formulations 5;
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 5:
Water potability records %% |Product handling and storage 3°A Laboratory confirmation A
Chlorination procedures %2, | Product reconditioning ', | Label approvals Y
Back siphonage prevention 9, ] Product transportation 32 | Special label ctaims 59
Hand washing facilities %A (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %, | Effective maintenance program 33 Processing schedules G'A
Establishments separation %, | Preoperational sanitation *:t | Processing equipment 62
Pest --no evidence 9%, | Operational sanitation %4 | Processing records 83
Pest control program % ] waste disposal 3, | Empty can inspection 5
Pest control monitoring % 2. DISEASE CONTROL Filling procedures o
Temperature control '% | Animal identification %0 | Container closure exam %
Lighting "W | Antemortem inspec. procedures | 3% |Interim container handling o
Operations work space 2 | Antemortem dispositions 3%, Post-processing handling %
Inspector work space % |Humane Slaughter “> | Incubation procedures o
Ventilation “+ | Postmortem inspec. procedures “0 |Process. defect actions -- plant | 7%
Facilities approval % | Postmortem dispositions “5 | Processing control -- inspection | 7}
Equipment approval ‘. | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACIUTIES EQUIPMENT Restricted product control “o Export product identification _7’
Over-product ceilings 'U | Returned and rework product “2 |nspector verification A
Over-product equipment "R 3. RESIDUE CONTROL Export certificates “ '
Product contact equipment %t | Residue program compliance ‘0 |single standard b
Other product areas finside) 2 | sampling procedures “o |inspection supervision Rt
Dry storage areas n Residue reporting procedures “o Control of security items A
Antemortem facilities 2, | Approval of chemicals, etc. "A Shipment security ™
Welfare facilities ‘:?A_- Storage and use of chemicals *% | Species verification 0
Outside premises _._“‘,\ 4. PROCESSEO PRODUCT CONTROL “"Equal to" status A
{c} PRODUCT PROTECTION & m@ouuc‘ Pre-boning trim 5’,\ Imports "
Personal dress and habits h **. | Boneless meat reinspection *» | HACCP i v
Personal hygiene practices | 56:- Ingredients identification ”A“
Sanitary dressing procedures 2% | Control of restricted ingredients S‘A COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 95202 (117901, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Delrina




T US DEFARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Carpegna
FOREIGN PLANT REVIEW FORM | . Carpegnf %;Sscs“iinh SPA. ;:taolt;mav
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. Magalotti DAccep:aote pSCentatiel 'Dw\acceoxaote
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed 0O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations SSA
{a} BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials S;
Water potability records %4 |Product handling and storage 39 | Laboratory confirmation A
Chlorination procedures 92 }Product reconditioning 31 | Label approvals Y
Back siphonage prevention %, | Product transportation 32 | Special label claims 2
Hand washing facilities °‘A (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers s |Effective maintenance program 3. | Processing schedules A
Establishments separation %, | Preoperational sanitation . | Processing equipment A
Pest --no evidence 9%, | Operational sanitation ¥ | Processing records Y
Pest control program % | Waste disposal 36, | Empty can inspection 5
Pest control monitoring 2 2. DISEASE CONTROL Filling procedures o
Temperature control % | Animal identification 3o | Container closure exam 2
Lighting . | Antemortem inspec. procedures % |interim container handling o
Operations work space "j\ Antemortem dispositions 3% | Post-processing handling 5
inspector work space % |Humane Slaughter *® | incubation procedures *S
Ventilation s |Postmortem inspec. procedures | *y | Process. defect actions -- plant |’%
Facilities approval %, | Postmortem dispositions *% |Processing control -- inspection | 7%,
Equipment approval ‘%, | Condemned product control 4 5. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification A
Over-product ceilings "A Returned and rework product 4, ] Inspector verification ’3\
Over-product equipment "f‘ 3. RESIDUE CONTROL Export certificates 7‘A
Product contact equipment 'Y | Residue program compliance “°s | Single standard s
Other product areas (inside/ %, | Sampling procedures “% |Inspection supervision A
Dry storage areas 2L |Residue reporting procedures % | Control of security items A
Antemortem facilities 2| Approval of chemicals, etc. *%. | Shipment security A
Weltare facilities %, |Storage and use of chemicals % | Species verification T
Outside premises oA 4. PROCESSED PRODUCT CONTROL "Equal to" status ®©
(c) PRODUCT PROTECTION & HANDLING Pre-boning trim °0 |imports ' A
Personal dress and habits %, | Boneless meat reinspection 3 |
Personal hygiene practices % |ingredients identification =
Sanitary dressing procedures 2 IControl of restricted ingredients N

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 {11/90). WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRQ Software by Deirnna




U.S. DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME CiTY
FOOD SAFETY AND INSPECTION SERVICE .
INTERNATIONAL PROGRAMS Biassono
5/31/01 Est.0508 L COUNTRY
FOREIGN PLANT REVIEW FORM Rovagnati S.p. A. Italy
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. D. D'Angelo [X] acceptavie feceman® [ ] unaccepavie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable Not Reviewed O = Does not apply

1. CONTAMINATION CONTROL

Cross contamination prevention

. 55
Formulations

A
(a) BASIC ESTABUSHMENT FACILITIES Equipment Sanitizjng ® Packaging materials 51
Water potability records 9l | Product handling and storage %% | Laboratory confirmation 7
Chlorination procedures 92 | Product reconditioning Label approvals e
Back siphonage prevention %, | Product transportation 32 | Special label claims A
Hand washing facilities “ {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %, | Effective maintenance program 3, | Processing schedules 61
Establishments separation %, | Preoperational sanitation 3. | Processing equipment 2
Pest --no evidence 9%, | Operational sanitation 35, | Processing records 8
Pest control program %, | Waste disposal 36, | Empty can inspection *
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures o
Temperature control % | Animal identification 3% | Container closure exam N
Lighting ", | Antemortem inspec. procedures | %, |Interim container handling 5
Operations work space % | Antemortem dispositions 3% | Post-processing handling S
Inspector work space ‘30 Humane Slaughter ‘°o Incubation procedures 5%)
Ventitation . | Postmortem inspec. procedures “0 | Process. defect actions -- plant |’%
Facilities approval %. | Postmortem dispositions “5 | Processing control -- inspection | 7Y
Equipment approval '¢, | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “A4 | Export product identification 2
Over-product ceilings . | Returned and rework product N |Inspector verification =
Over-product equipment A 3. RESIDUE CONTROL Export certificates ' “
Product contact equipment %t | Residue program compliance “®. | single standard &
Other product areas (inside) 2, | sampling procedures “%. |inspection supervision A
Dry storage areas 'y | Residue reporting procedures % | Control of security items A
Antemortem facilities % | Approval of chemicals, etc. Shipment security A
Weltare facilities 3, ]Storage and use of chemicals %, | Species verification oA
Outside bremises 2 4. PROCESSED PRODUCT CONTROL "Equal to" status 80
q;» PRODUCT PROTECTION & HANDLING Pre-boning trim *o |imports 8,
Personal dress and habits 2, | Boneless meat reinspection 52
"Personal hygiene practices %, lingredients identification '53,\
Sani;;ry dressing procedures #_ | Control of restricted ingredients 54

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90). WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Oelnn;



U3 DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME cIry
INTERNATIONAL PROGRAMS Langhirano
5/25/01 Est.OSISL e Rsee
FOREIGN PLANT REVIEW FORM Salumificio la Torre di Grassi Italy
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. R. Ciati Accepm,.e focentavte! DUnacchzaUe
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations 5;
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 5;
Water potability records ' | Product handling and storage %%, | Laboratory confirmation A
Chlorination procedures %2 | Product reconditioning 3‘A Label approvals 5{‘
Back siphonage prevention 93, | Product transportation 32 | Special label claims =
Hand washing facilities % {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %, | Effective maintenance program 33, | Processing schedules A
Establishments separation %, | Preoperational sanitation 3, | Processing equipment 62
Pest --no evidence 9. | Operational sanitation 3 | Processing records A
Pest control program %, | waste disposal 3, | Empty can inspection S
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures %
Temperature control "% | Animal identification % | Container closure exam 8
Lighting "' | Antemortem inspec. procedures | % |Interim container handling s
Operations work space '2 | Antemortem dispositions 3% [ Post-processing handling %
Inspector work space % |Humane Slaughter “> |Incubation procedures 5
Ventilation '“. | Postmortem inspec. procedures 4»10 Process. defect actions - plant |’Q
Facilities approval s | Postmortem dispositions % | Processing control -- inspection | 7}
Equipment approval ‘%, | Condemned product control “{ 5. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 |Export product identification LN
Over-product ceilings . | Returned and rework product N |Inspector verification =
Over-product equipment A 3. RESIDUE CONTROL Export certificates .
Product contact equipment %, | Residue program compliance “6. | Single standard 71
Other product areas finside) . | sampling procedures “s |Inspection supervision N
Dry storage areas 2" | Residue reporting procedures 3. | Control of security items A
Antemortem facilities 220 Approval of chemicals, etc. ‘1 Shipment security A
Welfare facilities . |Storage and use of chemicals %% | Species verification A
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status 8o
{c} PRODUCT morecm;'c & HANDLING Pre-boning trim *o |lmports &
Personal dress and habits I %, ] Boneless meat reinspection %% | HACCP-verification M
Personal hygiene précuc;s.— 1 %% ]Ingredients identification s
Sanitary dressing procedures 7 | Controt of restricted ingredients | %4

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90). WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Softwace by Delrina




.

U5, DEPARTMENT OF AGRICULTURE _ REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Felino (PR)
05/28/0 Est. 550-L
FOREIGN PLANT REVIEW FORM Casale S.P.A. ICTOXE;RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Cozzolino, Supervisor [ J accepratie Rererien’ [ unscceptatie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention |, |Formulations 5:
{a) BASIC ESTABLISHMENT FACIUITIES Equipment Sanitizing » Packaging materials 5:
Water potability records 9+ | Product handling and storage % | Laboratory confirmation o
Chlorination procedures 92 | Product reconditioning ¥+ | Labet approvals se
Back siphonage prevention 93, | Product transportation 32 | Special 1abel claims o
Hand washing facilities °‘A {d} ESTABLISHMENT SANITATION PROGRAM Inspector monitoring °°A
Sanitizers %, | Effective maintenance program *y | Processing schedules A
Establishments separation %, | Preoperational sanitation 3 | Processing equipment 2
Pest --no evidence %A | Operational sanitation ¥, | Processing records A
Pest control program %, | Waste disposal 3. | Empty can inspection S
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures o
Temperature control 9 | Animal identification ¥ | Container closure exam S
Lighting "' | Antemortem inspec. procedures | *% |Interim container handling 570
Operations work space 2 | Antemortem dispositions 30 | Post-processing handling S
Inspector work space ‘% |Humane Slaughter “® |Incubation procedures )
Ventilation % |Postmortem inspec. procedures | *y |Process. defect actions -- plant S
Facilities approval 5. | Postmortem dispositions *S | Processing control -- inspection | 7Y
Equipment approval ', | Condemned product control “M 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “A Export product identification 72
Over-product ceilings . |Returned and rework product “N |Inspector verification &
Over-product equipment R 3. RESIDUE CONTROL Export certificates Ly
Product contact equipment '*. | Residue program compliance ‘o |Ssingle standard - =
Other product areas finside) 20, 1 Sampling procedures “0 |Inspection supervision ’ﬁ(
Dry storage areas "U Residue reporting procedures “b Control of security items "A
Antemortem facilities 5 |Approval of chemicals, etc. “% | Shipment security A
Welfare facilities 3. | Storage and use of chemicals *% |Species verification >
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status o
{c) PRODUCT PROTECTION & MANDLING Pre-boning trim *s Nmports 8
Personal dress and habits 25, | Boneless meat reinspection 2
Personal hygiene practices 21 |Ingredients identification 2
Sanitary dressing procedures ”0 Control of restricted ingredients ¢ COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 {2/93)

REPLACES FSIS FORM 9520-2 {11/90], WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFOAM PRQ Software by Delrina



s ?:{{Eﬁ:g{i% Nfs‘;r‘ﬁ::c‘gnéc:l‘:{eukstlECE REVIEW DATE | ESTABLISHMENT NO. AND NAME (l:)';:olo MN)
05/15/01 Est. 643 M/S
FOREIGN PLANT REVIEW FORM F. LLi Martelli S.P.A. AL
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Fucilli & Dr. Festa A. Cell, Supervisor [ ] acceptatie ncentatiel 5] unacceptasie
CODES (Give an appropriate code for each review item listed below}
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2:4 Formulations sz
{a} BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials s;
Water potability records 9 ] Product handling and storage 3, | Laboratory confirmation *o
Chlorination procedures 2. | Product reconditioning n Label approvals : Y
Back siphonage prevention %, | Product transportation 32 | Special label claims *o
Hand washing facilities %A (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring >
Sanitizers %4 | Effective maintenance program %4 | Processing schedules o
Establishments separation %, | Preoperational sanitation *M | Processing equipment 5
Pest --no evidence 7. | Operational sanitation 31 | Processing records o
Pest control program %  l'waste disposal 36 | Empty can inspection e}
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures o
Temperature control % | Animal identification ¥4 | Container closure exam %
Lighting 'M |Antemortem inspec. procedures % | Interim container handling s
Operations work space 2 | Antemortem dispositions *» | Post-processing handling %
Inspector work space 3 |Humane Slaughter “% |Incubation procedures >
Ventilation ‘4 | Postmortem inspec. procedures “% | Process. defect actions - plant |’%
Facilities approval 5. | Postmortem dispositions 42 | Processing control -- inspection | 7'
Equipment approval ', | Condemned product control “M 5. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONOITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification N
Over-product ceilings U |Returned and rework product “N |inspector verification =
Over-product equipment b ¥ 3. RESIDUE CONTROL Export certificates by
Product contact equipment %t | Residue program compliance “ | Single standard "
Other product areas finside) 2+« | sampling procedures “s |Inspection supervision *
Ory storage areas 2t | Residue reporting procedures “% | Control of security items A
Antemortem facilities 22,\ Approval of chemicals, etc. “A Shipment security "A
Welfare facilities 2. | storage and use of chemicals *% |Species verification "o
Outside premises Y 4. PROCESSED PRODUCT CONTROL "Equal to" status T
{c} PRODUCT PROTECTION & HANDLUING Pre-boning trim s imports e
. Personal dress and habits % |Boneless meat reinspection 2, lHACCP jl:
Personal hygiene practices 221 |ingredients identification | o
Sanitary dressing procedures 27 ] Control of restricted ingredients 5 COMMENTS MADE ON REVERSE

FSIS FORM 9620-2 (2/93)

REPLACES FSIS FORM 95202 (11/90), WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Detrina



U5 DEPARTMENT OF AGRICULTURE _ REVIEW DATE | ESTABLISHMENT NO. AND NAME %l;l‘Y i
TEATIONAL Frognanes 5/23/01 Est.0648 L e
FOREIGN PLANT REVIEW FORM G. Bellentani 1821 S.P.A. Italy
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. A. Muzzioli [X] acceptavie fevemaae! [ unaccentavie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginaily Acceptable U = Unacceptable N = Not Reviewed 0 = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations 51
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 29,\ Packaging materials ' 5‘;
Water potability records 9l | Product handling and storage 3‘}\ Laboratory confirmation A
Chlorination procedures 92, | Product reconditioning 31 | Label approvals s8
Back siphonage prevention %, ]Product transportation 32 |Special label claims =
Hand washing facilities “ (d} ESTABLISHMENT SANITATION PROGRAM Inspector monitoring °°A
Sanitizers %, | Effective maintenance program 33 | Processing schedules 6
Establishments separation %, | Preoperational sanitation 3‘A Processing equipment ”A
Pest --no evidence 9% | Operational sanitation *. | Processing records &
Pest control program %, } Waste disposal 36, | Empty can inspection 5
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures 350
Temperature control % | Animal identification % | Container closure exam )
Lighting B Antemortem inspec. procedures | %% |Interim container handling N
Operations work space 2 | Antemortem dispositions *% | Post-processing handling )
Inspector work space '% |Humane Slaughter “S |lIncubation procedures s
Ventilation A |Postmortem inspec. procedures | * |Process. defect actions -- plant |’%
Facilities approval 5 | Postmortem dispositions “% | Processing control -- inspection | 7Y
Equipment approval '®. | Condemned product control A 5. COMPLIANCE/ECON. FRAUD CONTROL
(b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “A Export product identification 72A
Over-product ceilings ' '\ | Returned and rework product “N |lnspector verification B
Over-product equipment 'g‘ 3. RESIOUE CONTROL Export certificates 7;
Product contact equipment %t | Residue program compliance “6. |Single standard A
Other product areas finside) Rt | Sampling procedures 4% |inspection supervision A
Dry storage areas 2, Residue reporting procedures “6, | Control of security items A
Antemortem facilities 220 Approval of chemicals, etc. ‘f‘ Shipment security s/
Welfare facilities 3, | Storage and use of chemicals % | Species verification A
Outside premises L 4. PROCESSED PRODUCT CONTROL “Equal to" status 8o
- {c) PRODUCT PROTECTION & HANDLING Pre-boning trim %o |imports &
Personal dress and habits %, |Boneless meat reinspection 5
Personal hygiene practices A ln;redien(s identification 2
Sanitary dressing procedures. 27 | Control of restricted ingredients M

FSIS FORM 9520-2 (2/93) REPLACES FS(S FORM 9520-2 (11,901, WHICH MAY BE USED UNTIL EXHAUSTED. Designed an PerFORM PRO Sottware by Delrina




ro%'g' st:e:&m:«ﬂem u%';?g#é:#g?n?rfcs REVIEW DATE | ESTABLISHMENT NO. AND NAME ciTY
INTERNATIONAL PROGRAMS Candiolo (TQ)
05/30/01 Est. 768
FOREIGN PLANT REVIEW FORM Industrie Riunite Campagnolo S. P. A. %’X{‘j{,ﬂ"
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. F. Choudry & Ms. Sally Statmoen | Dr. Alberto Mancuso & Dr. Griglio Bartolomio DAccep(able [:] Accantable/ Mwﬂw
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed 0 = Doaes not apply
1. CONTAMINATION CONTROL Cross contamination prevention ZL Formulations 5“6
(al BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 51
Water potability records % | Product handling and storage %% | Laboratory confirmation 57
Chlorination procedures %2, | Product reconditioning 3. | Label approvals 58
Back siphonage prevention %, | Product transportation 32 | Special label claims %
Hand washing facilities % (d} ESTABUSHMENT SANITATION PROGRAM Inspector monitoring A
Sanitizers °u | Effective maintenance program ¥ | Processing schedules o
Establishments separation %, | Preoperational sanitation 3‘1, Processing equipment 620
Pest --no evidence °M_ | Operational sanitation 3% | Processing records %
Pest control program %, | waste disposal 36,; Empty can inspection )
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures o
Temperature control '% | Animal identification ¥+ | Container closure exam 58 -
Lighting ''s | Antemortem inspec. procedures | *% |Interim container handling o
Operations work space 2 1 Antemortem dispbsitions 3% | Post-processing handling %
Inspector work space '3, [Humane Slaughter “% | Incubation procedures >
Ventilation "+ |Postmortem inspec. procedures “q Process. defect actions -- plant |’%
Facilities approval . | Postmortem dispositions “% | Processing control -- inspection |7}
Equipment approval %, | Condemned product control e 5. COMPUANCE/ECON. FRAUD CONTROL
(b) CONO(TION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification ”
Over-product ceilings 'Yy | Returned and rework product ‘N |Inspector verification =
Over-product equipment R 3. RESIDUE CONTROL Export certificates “
Product contact equipment 'Y | Residue program compliance ““. | single standard A
Other product areas (inside 2 | sampling procedures “%. |inspection supervision A
Dry storage areas 2\t | Residue reporting procedures “% | Control of security items A
Antemortem facilities 2 | Approval of chemicals, etc. “% | shipment security ™
Welfare faciitties 3. |Storage and use of chemicals *% | Species verification >
Outside Dfém‘"ses A 4. PROCESSED PRODUCT CONTROL "Equal to" status %
() PRODUCT PROTECTION & HANDLING Pre-boning trim % |tmports *o
Personal dress and habits % |Boneless meat reinspection *5 |Hacce o v
Personal hvgiene pyacti-c:es 2% | Ingredients identification o
Sanitary dressing procedures 2. | Control of restricted ingredients < COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90), WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Detrina



- US. DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Migliarina Di Carpi
05/25/01 Est. 791 M/S
FOREIGN PLANT REVIEW FORM Italcarni Soc. Coop. A.R.L. f;’:z‘{(m
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. Faiz R. Choudry Dr. Pierantoni; Dr. Noe; & Dr. Emore Vezzani Acceptatie Revenae” [ unacceptaste
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations SSA
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing ® | Packaging materials 5;
Water potability records 91 |Product handling and storage %% |Laboratory confirmation A
Chlorination procedures %2, | Product reconditioning 3. | Label approvals oA
Back siphonage prevention 9, }Product transportation 32 | Special tabel claims | A
Hand washing facilities % {d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %\ | Effective maintenance program %1 | Processing schedules A
Establishments separation %, | Preoperational sanitation 3. | Processing equipment 82
Pest --no evidence 97 ] Operational sanitation 3 | Processing records 63
Pest control program %, | Waste disposal 3. | Empty can inspection ' e
Pest control monitoring o 2. DISEASE CONTROL Filling procedures A
Temperature control % [ Animal identification 3. | Container closure exam A
Lighting Y | Antemortem inspec. procedures | %% |lnterim container handling A
Operations work space 2 | Antemortem dispositions ¥4 | Post-processing handling o8
Inspector work space % |Humane Slaughter “ | Incubation procedures “
Ventilation "% |Postmortem inspec. procedures | *), | Process. defect actions - plant |79
Facilities approval 'S, | Postmortem dispositions “% | Processing control -- inspection |
Equipment approval e, | Condemned product control “ 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “A | Export product identification 2
Over-product ceilings 'y |Returned and rework product “s |Inspector verification =
Over-product equipment N 3. RESIDUE CONTROL Export certificates “
Product contact equipment %t | Residue program compliance “6. | Single standard ™
Other product areas finside) 2% | Sampling procedures “os |'nspection supervision (A
Dry storage areas 2 |Residue reporting procedures “’c |Controt of security items A
Antemortem facilities 2 | Approval of chemicals, etc. “% | Shipment security A
Welfare facilities 3 |'Storage and use of chemicals *% | Species verification A
‘Outside premises S 4. PROCESSED PRODUCT CONTROL "Equal to" status i %
{c) PROOUCT PROTECTION & HANDLING Pre-boning trim *s |!mports a
Personal dress and habits . | Baneless meat ceinspection 2 ' 5
Personal hygiene practices 2, |ingredients identification o i\ )
Sanitary dressing procedures 27, | Control of restricted ingredients A COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 3520-2 (117901, WHICH MAY 8E USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Sctiware by Delrna




Fo%g. &:éﬁrrsgrugxggg:#gggavfcs REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Faenza
5/16/01 Est. 0972L SRRy
FOREIGN PLANT REVIEW FORM Industrie Salumi Simonini ltaly
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. Bandini [X] acceptaie pecentave! [ ] unacceptable
CODES (Give an appropriate code for each review item listed below}
A = Acceptable M = Marginally Acceptable U = Unacceptable N Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 21 Formulations SSA
{a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing 21 Packaging materials 5‘;
Water potability records o' | Product handling and storage %, | Laboratory confirmation A
Chlorination procedures 92 | Product reconditioning 3. | Label approvais %
Back siphonage prevention %, | Product transportation 32 | Special label claims Y
Hand washing facilities “ (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring 6°A
Sanitizers % | Effective maintenance program 3, | Processing schedules 8
Establishments separation %, | Preoperational sanitation ¥+ | Processing equipment A
Pest --no evidence %y | Operational sanitation ¥, | Processing records i
Pest control program %8 | Waste disposal %, | Empty can inspection %
Pest contn:ol monitoring * 2. DISEASE CONTROL Filling procedures o
Temperature control % | Animal identification % | Container closure exam %
Lighting "'v | Antemortem inspec. procedures 3% |interim container handling 67
Operations work space 2, | Antemortem dispositions %> | Post-processing handling %
Inspector work space % |Humane Staughter *S | Incubation procedures 5
Ventilation % | Postmortem inspec. procedures “0 |Process. defect actions -- plant |’Q
Facilities approval 'S, | Postmortem dispositions *5 | Processing control -- inspection |7}
Equipment approval ' | Condemned product control U 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 ] Export product identification 2
Over-product ceilings Y. | Returned and rework product “N |Inspector verification =
Over-product equipment ‘au 3. RESIDUE CONTROL Export certificates “
Product contact equipment '3, | Residue program compliance “°. | Singte standard A
Other product areas finsidel 2, | sampling procedures 7. }inspection supervision *
Dry storage areas 2. | Residue reporting procedures’ “% | Control of security items A
Antemortem facilities *%5 lApproval of chemicals, etc. “% | Shipment security A
Welfare facilities 33 IStorage and use of chemicals % | Species verification ™
Outside premises N 2 4. PROCESSED PRODUCT cou;s-z;c. "Equal to" status 8
(c) PRODUCT PROTECTION & HANDLING Pre-boning trim “ ! ’o |imports A
Personal dress and habits 2 | Boneless meat reinspection 3
Personal hygiene pra;cuces %, ]ingredients identificaton 3 i
Sanitary dressing procedures z Control of restricted ingredients e

FSIS FORM 9520-2 {2/93)

REPLACES FSIS FORM 9520-2 (11/90}, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Sofiware by Delrina



. O%g slie&%arrsgr N%v;gggg:&.ugegcfcs REVIEW DATE | ESTABLISHMENT NO. AND NAME CIT.Y
INTERNATIONAL PROGRAMS 05/11/01 Est. 989-L Paliano (PR)
FOREIGN PLANT REVIEW FORM Corte Buona S.P. A. IC.I‘PXE;RY
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
Dr. F. Choudry & Dr. G. Mughal Dr. Maestripieri IIC & Dr. DI-Fazio [ acceptavie Reverion”  [X] unacceptatie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention 2;{ Formulations SSA
(a) BASIC ESTABUSHMENT FACILITIES Equipment Sanitizing zi Packaging materials 5‘;
Water potability records 9l | Product handling and storage %% | Laboratory confirmation s
Chlorination procedures %% |Product reconditioning 3‘A Label approvals e
Back siphonage prevention % | Product transportation 32 ] Special label claims *
Hand washing facilities “ {d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring &
Sanitizers % |Effective maintenance program *» | Processing schedules &
Establishments separation °6A Preoperational sanitation i Processing equipment 62,\
Pest —-no evidence %4 | Operational sanitation 3y | Processing records &
Pest control program %Rt | Waste disposal 3%, | Empty can inspection o
Pest control monitoring o 2. DISEASE CONTROL Filling procedures %
Temperature control % | Animal identification 3o | Container closure exam %
Lighting ' | Antemortem inspec. procedures 3% |interim container handling o
Operations work space 2 | Antemortem dispositions 30 | Post-processing handling 5
Inspector work space 3 |Humane Slaughter “> llncubation procedures o
Ventilation “a |Postmortem inspec. procedures | *}y | Process. defect actions - plant | %
Facilities approval % | Postmortem dispositions *% |Processing control - inspection |7,
Equipment approval '€, | Condemned product control “A §. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “0 | Export product identification A
Over-product ceilings 'y |Returned and rework product “N |Inspector verification 5
Over-product equipment R 3. RESIDUE CONTROL Export certificates “
Product contact equipment 'Y |Residue program compliance ‘60 Single standard ",'4
Other product areas (inside) 2% | sampling procedures ‘o linspection supervision *
Dry storage areas 2y, |Residue reporting procedures ‘Q) Control of security items i/
Antemortem facilities 22 | Approval of chemicals, etc. “s | Shipment security %
Welfare facilities ¥, |Storage and use of chemicals *% | Species verification s
Outside premises 2 4. PROCESSED PRODUCT CONTROL "Equal to" status v
{c} PRODUCT PROTECTION & HANDUING Pre-boning trim *x |!'mports o
Personal dress and habits B Boneless meat reinspection 52 1HACCP U
Personal hygiene practices 26, |ingredients identification iy
Sanitary dressing procedures 25 [Control of restricted ingredients . COMMENTS MADE ON REVERSE

FSIS FORM 9520-2 (2/93)

AEPLACES FSIS FORM 9520-2 (117901, WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Delrina




s %ﬁ %Eéﬁé?é?“ﬁce REVIEW DATE | ESTABLISHMENT NO. AND NAME gLTlZ Baganza
5/29/01 . Est.11STL oY
FOREIGN PLANT REVIEW FORM Giuseppe Citterio Salqmlﬁcxo S.p: A. Italy
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. A. Paratico [X] acceptavie [ accebiati®! [ unacceptabie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginally Acceptable U = Unacceptable N = Not Reviewed 0 = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention zsA Formulations SSA
{a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing zi Packaging materials SGA
Water potability records %' | Product handling and storage %, | Laboratory confirmation . oA
Chilorination procedures 9, | Product reconditioning 3‘A Label approvals “
Back siphonage prevention %, | Product transportation 32 | Special label claims s,
Hand washing facilities % {dI ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers % | Effective maintenance program 3 | Processing schedules A
Establishments separation °°A Preoperational sanitation *. | Processing equipment Y
Pest --no evidence 9. | Operational sanitation ¥, | Processing records: &
Pest control program %, | waste disposal 38, | Empty can inspection o
Pest control monitoring “ 2. DISEASE CONTROL Filling procedures st
Temperature control "% | Animal identification 30 | Container closure exam N
Lighting . "', | Antemortem inspec. procedures | 3% |interim container handling o
Operations work space. 2. | Antemortem dispositions 35 | Post-processing handling %
Inspector work space’ ‘% |Humane Slaughter “® |Incubation procedures )
Ventilation “s | Postmortem inspec. procedures “0 | Process. defect actions -- plant |’g
Facilities approvai 5. | Postmortem dispositions *S5 | Processing control -- inspection | 7Y
Equipment approval '¢. | Condemned product control 4 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control “A Export product identification 2
Over-product ceilings . | Returned and rework product “N |Inspector verification B
Over-product equipment A 3. RESIDUE CONTROL Export certificates "
Product contact equipment %t | Residue program compliance “°. | Single standard =
Other product areas finside) 2, | Sampling procedures *% | Inspection supervision *
Dry storage areas 21 | Residue reporting procedures “®. | Control of security items A
Antemortem facilities 5 | Approval of chemicals, etc. “% | shipment security 8
Welfare facilities i 4 | Storage and use of chemicals 1 %% | Species verification oA
Outside premises [ % 4. PROCESSED PRODUCT CONTROL "Equal to" status 8
{c} PRODUCT PROTECTION & HANDLING Pre-boning trim *o |imports ' A
Personal dress and habits 125, | Boneless meat reinspection 5
Personal hygiene practices *. | Ingredients identification ' -3
Sanitary dressing procedures 2 | Control of restricted ingredients A

£SIS FORM 9520-2 (2/93} REPLACES FSIS FORM 9520-2 {11/90), WHICH MAY BE USED UNTIL EXHAUSTED. Designed on PerFORM PRO Software by Delrina




.S. DEPARTMENT OF AGRICULTURE REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
FOOD SAFETY AND INSPECTION SERVICE
INTERNATIONAL PROGRAMS Fanano
5/24/01 Est. 1594/L COUNTRY

FOREIGN PLANT REVIEW FORM Industria Macellazione Valle Del Leo S.p.A. Italy
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr.M. Chichi Acceptable Acceptabie/ DUmcmwe
CODES (Give an appropriate code for each review item listed beiow)

A = Acceptable M = Marginally Acceptable U = Unacceptable Not Reviewed 0 = Does not apply

1. CONTAMINATION CONTROL

Cross contamination prevention

Formulations

§%

A
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing Packaging materials 5;
Water potability records 9 | Product handling and storage Laboratory confirmation &/
Chilorination procedures 92 | Product reconditioning Label approvals =
Back siphonage prevention %, | Product transportation Special label claims 59
Hand washing facilities °‘A' (d) ESTABUSHMENT SANITATION PROGRAM Inspector monitoring 5°A
Sanitizers %, | Effective maintenance program Processing schedules &
Establishments separation °6A Preoperational sanitation Processing equipment GZA
Pest --no evidence 9, | Operational sanitation Processing records “
Pest control program %8, | Waste disposal Empty can inspection 64
Pest control monitoring °°A 2. DISEASE CONTROL Filling procedures 62
Temperature control % | Animal identification o | Container closure exam )
Lighting ", | Antemortem inspec. procedures _3‘}) Interim container handling 87
Operations work space '2A Antemortem dispositions 3%) Post-processing handling 5’6
Inspector work space 'S |Humane Slaughter “d | Incubation procedures %
Ventilation % [Postmortem inspec. procedures “0 | Process. defect actions -- plant |’y
Facilities approval %, | Postmortem dispositions “5 | Processing control -- inspection |7
Equipment approval "’A Condemned product control :{J §. COMPLIANCE/ECON. FRAUD CONTROL
(b) CONDITION OF FACILITIES EQUIPMENT Restricted product control ¢ |Export product identification N
Over-product ceilings . | Returned and rework product Inspector verification 73
Over-product equipment 8 3. RESIDUE CONTROL Export certificates 7‘A
Product contact equipment %, |Residue program compliance Single standard s
Other product areas (inside) %, | Sampling procedures Inspection supervision A
Dry storage areas #_ | Residue reporting procedures Control of security items 7,
Antemortem facilities % | Approval of chemicals, etc. Shipment security ~
Welfare facilities 3, | Storage and use of chemicals Species verification ™
Outside premises 2‘A 4. PROCESSED PRODUCT CONTROL "Equ;i to" status wA
(¢} PRODUCT PROTECTION & HANDLING . Pre-boning trim 5'0 Imports 8',\

Personal dress and habits

. | Boneless meat reinspection

o

HACCP- verification

Personal hygiene practices

“s |!ngredients identification

w
>U

Sanitary dressing procedures

27 | Control of restricted ingredients

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/90). WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Detrina




Fo%g' &e:av:ﬁg}' OF Acng:#gegs's“ REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Ancona
FOREIGN PLANT REVIEW FORM ssiot et ey COUNTRY
Ancona Cami S.r.L. Ttaly
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. P. Chicchirizini [a e [ asssmanel [X] unaccentabie
CODES (Give an appropriate code for each review item listed below)
A = Acceptable M = Marginaily Acceptable U = Unacceptable N = Not Reviewed O = Does not apply
. . . 28 . 55
1. CONTAMINATION CONTROL Cross contamination prevention A | Formulations N
. els e 29 . . 56
(a) BASIC ESTABLISHMENT FACILITIES Equipment Sanitizing a | Packaging materials A
Water potability records 91 | Product handling and storage 30, | Laboratory confirmation 5?7
A g A Y
Chiorination procedures 92 | Product reconditioning 3. | Label approvals 58
Back siphonage prevention %, | Product transportation 32 | Special label claims .y
Hand washing facilities “ (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring ©
Sanitizers % 1 Effective maintenance program 3. | Processing schedules 61
Establishments separation %, | Preoperational sanitation . | Processing equipment &
Pest --no evidence %% | Operational sanitation 35, | Processing records 63
Pest control program % | Waste disposal 3. | Empty can inspection )
Pest control monitoring o 2. DISEASE CONTROL Filling procedures Y
Temperature control 1% | Animal identification 3% | Container closure exam e
A o o
Lighting "' | Antemortem inspec. procedures | *% |Interim container handlin W,
A o g o
Operations work space '2 ]| Antemortem dispositions 3% | Post-processing handling %
Inspector work space % |Humane Slaughter “> |lIncubation procedures >
Ventilation 4 |Postmortem inspec. procedures | ‘g | Process. defect actions -- plant |’
Facilities approval '8, | Postmortem dispositions 42, | Processing control -- inspection |7}
A o A
Equipment approval ‘sA Condemned product control “U §. COMPLIANCE/ECON. FRAUD CONTROL
{b) CONDITION OF FACILITIES EQUIPMENT Restricted product control “4 | Export product identification A
Over-product ceilings . | Returned and rework product ‘N |!nspector verification =
Over-product equipment A 3. RESIDUE CONTROL Export certificates Ly
Product contact equipment 'Y | Residue program compliance “e. | Single standard “
Other product areas finside/ 2% | Sampling procedures “s |Inspection supervision N
Dry storage areas 21 | Residue reporting procedures “% | Control of security items A
Antemortem facilities 2 | Approval of chemicals, etc. “3 | Shipment security 8
(4} A A
Welfare facilities ! 23,\ Storage and use of chemicals 5°A Species verification . nA
Outside premises ] = 4. PROCESSED PRODUCT CONTROL "Equal to" status 8
{c) PRODUCT PROTECTION & HANDLING Pre-boning trim 5o |lmports .
Personal dress and habits !25,\ Boneless meat reinspection %% | HACCP...See Attacment C v
Personal hygiene practices -2 lingredients identification A '
Sanitary dressing procedures 7. | Control of restricted ingredients .

FSIS FORM 9520-2 (2/93)

REPLACES FSIS FORM 9520-2 (11/390), WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRQ Sotitware by Detrina



U5 DEPARTMENT OF AGRICULTURE _ REVIEW DATE | ESTABLISHMENT NO. AND NAME CITY
INTERNATIONAL PROGRAMS Fanano
FOREIGN PLANT REVIEW FORM 5124001 lndustr%:ti\}iggzu?z?one Valle Del Leo S.P.A. [Ctglt;"m'
NAME OF REVIEWER NAME OF FOREIGN OFFICIAL EVALUATION
M. Ghias Mughal, DVM Dr. M. Chichi Acceptable Accentame! Unacceptable
CODES (Give an appropriate code for each review item listed below) .
A = Acceptable M = Marginally Acceptable U = Unacceptable = Not Reviewed O = Does not apply
1. CONTAMINATION CONTROL Cross contamination prevention * | Formulations SSA
(a) BASIC ESTABLISHMENT FACIUITIES Equipment Sanitizing ZSA Packaging materials 5’:\
Water potability records %' {Product handling and storage %, | Laboratory confirmation A
Chlorination procedures °2A Product reconditioning n Labei approvals S8
Back siphonage prevention %, | Product transportation 32 | Special label claims A
Hand washing facilities % (d) ESTABLISHMENT SANITATION PROGRAM Inspector monitoring “
Sanitizers %, | Effective maintenance program 3 | Processing schedules A
Establishments separation %, | Preoperational sanitation 34, | Processing equipment 62
Pest --no evidence 97 | Operational sanitation 3, | Processing records A
Pest control program %8 | waste disposal 36, | Empty can inspection %
Pest control monitoring 0 2. DISEASE CONTROL Filling procedures 65
Temperature control % | Animal identification %0 | Container closure exam %
Lighting ' | Antemortem inspec. procedures | % | Interim container handling 67
Operations work space 2 | Antemortem dispositions :"b Post-processing handling S
Inspector work space '3, |Humane Slaughter *S | Incubation procedures 69
Ventilation 4 | Postmortem inspec. procedures *b |Process. defect actions -- plant |’G
Facilities approval *. | Postmortem dispositions “2) ) Processing control -- inspection |7
Equipment approval '%. | Condemned product control 1 5. COMPLIANCE/ECON. FRAUD CONTROL
(b} CONDITION OF FACILITIES EQUIPMENT Restricted product control 4 | Export product identification 7
Over-product ceilings 'M | Returned and rework product “N | Inspector verification I
Over-product equipment % 3. RESIDUE CONTROL Export certificates oA
Product contact equipment '?“ Residue program compliance “6. 1Single Standard I ™
Other product areas (inside) %t | Sampling procedures 47 | Inspection supervision A
Dry storage areas 2 | Residue reporting procedures “®. ] Control of security items A
Antemortem facilities % | Approval of chemicals, etc. 3. | Shipment security *
Welfare facilities 23 |Storage and use of chemicals - %% |Species verification A
Outside premises “ 4. PROCESSED PRODUCT CONTROL "Equal to" status %
{c) PRODUCT PROTECTION & HANDLING Pre-boning trim 39 |tmports N
Personal dress and habits 35, | Boneless meat reinspection 82 B
Personal hygiene practices %, |Ingredients identification ;3—
Sanitary dressing procedures 27 | Control of restricted ingredients 5 N

FSIS FORM 9520-2 {2/93)

REPLACES FSIS FORM 9520-2 (11/30), WHICH MAY BE USED UNTIL EXHAUSTED.

Designed on PerFORM PRO Software by Delrna
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DIREZIONE GENERALE DELL A SANITA PUBBLICA VETERINARIA , DEGLI
AT IMENTI E DELLA NUTRIZIONE - UFF.II - VI

Jobn C. Prucha, D.VIM., MS_ MPH.
Assistant Deputy Administrator

Foaod Inspection Servics

usba

Washingron D.C.

20250

- -~ s

:é; -‘q‘ {‘:T‘r Teg

6003/SP31/546% 3 OTT LA

SUBJECT: on-site audit of Iraly’s meat mspecucn program (May. 7, 2001 — June 6,
2001).

Refersnce is made to your lettar of 20 July 2001, de}ivmd Yo us by hand on 2
August 2001 relating to the draft report on. the audit of Italy’s mear'inspection system
conducted from May 7, 2001, through June 6, 2001,

"The opinion reperted as “ summary®, according to which ™ the audiz marks ...a
three-year trend of gradually deteriorating conditions in many meat establishments
that the Government of Imly has certified for export 0 United States, in partcular
establishmems that siaughter swine  is in qur view a bitl too severe and is maybe
based on the aprroach of the Inspector responsible for the kud.its carried out ir 2000
and 2001, which has been in some cases maximalist, as itiwill be bertter clarified in
the annex. ' .

Another critical point of the report is the suess put on the “ inadequate cantral
- and regional supervision of local gevernmeut inspection (activities in Italian rmeat
establishmexzts “, which appears to be also supparred by Inspections carried our i
Ocrober and November 2000 by the FI7 Cammission Food eterinary Offce. In this
regard, it should be not=d thar remarks on the lack of sitpqvision by the cepmal and
regional anthorities on the actvities carried our by the Iocal authorities — which
undoubtadly have to ke taksn seriously — are quite frequent {J.n the reports of the Foad
Veterinary OfSce on EUJ Member States, and represent a simulus for the competant




aurhorities to improve their control activities. In fact, whey theFT.fO finds simations
whichmayammﬂyregraemahamdmmccmqufsh@hh.mommﬂwc
measures on Member Stares are taken (for instance, requUest 10 suspend the‘c'p\er.a.nons
of one or more establishments, starting up ofanm:ﬁ::ngmrpmccdure vis-3-vis the
Member State cancarned and so on). Therefore, the sam}é;nce according o which “
the conmclusion we reach fram our last tipee audits — fombined with correlarion
findings by the European Commission — is that Italy is on the brink of a mear
inspecdon system failure “ seems to us emphatic 1o say the least and not matching
This said, it has w be clarified thar the drafi report in question was a sort of
shock for the meat producton indusoy and for the comrFl anthorities. That is why
over the last few months carmain measures were takeg to further imprave the
sitmation. In particidar: ‘ .

- A working group camposed of vererinary staff from the Ministry of Health
and from the Regions was created in order to ratjonalize’the inspection and
control procedures by 1) drawing up uniform operative procedures 2)
drawing up forms to record the checks carrieq our respecively by the
official veterinarians and by the head of the |yeterinary service and 3)
drawing up specimen report forms for the inspgctons carried our by te
regional and ministerial inspectors;

- In the 17 September— 5 October 2001 periad n{amlng courses on the US
regulations were argamized for the veterinarians and operators working inro
the establishments approved for exporr o the United States;

- The Ragional anthorities, by means of the Vererinary servicss of the Lacal
Health Uhits, ars currently supervising all the establishmenrts included on
the list of establishments approved for export tol the United States located
on their relevant terxritories, and a particular stréss was put an the proper
implementarion of SSOPs and HACCP.

- In September 2001 the veterinary staff of the Minisoy of Health has been
increased, thus enabling us to assign more staff to juspection actgvities.

We look forward to receiving news from you concernine the new inspection
that will seemingly take place at the ead of this year.

Best regards.

L ne Directar Gen

Mearatelli)
ce

Alejandro Checchi- z
Enropean Commission



MEASURES ADOPTED AND REMARKS

1. Andit on the inspection system

SUPERVISION BY GOVERNMENT AUTHORITIES

With reference to the findings of the FSIS-USDA |inspecdon of May — June
2001, apd following the remarks already reported in our letter 600.3/SP31/3834 of 5
June 2001 in reply to the report on the previous inspe.ctio'q carried out in September
2000, we would like ta supply the piecss of information below.

On the basis of the remarks cormained in the September 2000 inspection report,
by leqtar ref. 600.3.8/80.85/AG#262 of 26 April 2001 the Winistryiof Health gave the
Regional aurhorities and the Local Health Units instructons on. the need to
implement the fallowing procedures in the awn-check plan af establishmenrs:

- 9SOPs divided into pre-operational and operaticnad,

- GMPs,

' - HACCP program containing: a) hazard identification: ‘&‘:) identification of critical
points; ¢} conmrol of critical points; d) establishment of acceprability levels; e)
monitoring of crizical comtrol peints; f) adapdon of ive and preventive
measures; g) data recording; h) validation of the proc:durzii) pre-shipment review.

Moreover, -the above mentioned leter also recalled the msguctions slready
supplied an E. Coli testing program and on the application|of Salmonella testng.

1

Moreover, the msks. of the official veterinarian respomsible for the
establishment wers made clear in connection wirh the veterinary supervision of the
establishment’s own-check plan and the official cantrol; mpreover, we reiterated the
nesd for a monthly supervision to be carried out by the hca'.d of the veterinary service
orbyapasondelcgsmdbyhimmthcacdviﬁcs_ d by the official

verterinarian, as well as and for a regional supervision on the local veterinary service.

As already commumicated to the inspectors d':.trz'ngtpe final mecting, a stricter
procecure for including establishmenrs on the US list was ;mousnec.

In fact, befors being incinded on the listsforezq:orftoﬂ:.eUnitedSm:s, the
esmblishments must implement all the procedures and joperare according to the
provisions on own-checks (GMP,SSOP-HACCP) begixmi‘ng from their application
far m2gistraticn and for a period not lower than thres monghs. :

At the end of this period the Local Health Unit shall send the Minisay of
Health a copy of the validation of these procedures, undefitigoed by the person wha
drew them up, together with the favorable opinion issued by the Veterinary Service.
Before including the establishment an the list, an inspectign has o be carried out By
inspecrors from the Ministry of Health. i :

Tn September 2001 the veterinary staff of the [Miniswy of Health was
incrsased, thus enabling us to devaore more stafT 1o inspection actvities.




The list of establishments approved for export 1o ’UnimdSm:isdrawnup
bybs\/EnMYofHeahh,whlchmmcnargcofsuhm there‘gisumionpmposal
o the US authoriries and of possibly delistng establi .-

For those establishmenrs already inciuded on the we requested the Local
Health Units to send us a report on the implementation ofiewn-check procednres and
the aperarion data, in partioular regarding the products orted 1o the US aver the
last Two years, in order to remain cn the st in question.

Asfarasslaughtethnusesmcludedond:eUShm_anmspecuanbytms
Ministry will be carried qur as soon as possible.

thmthav.rownmspecnnnumgrzms.ﬂle authoriries were invited to
measeﬂ:emspecucnsacuwu:smtheestabhshmm ved for export to the
United States.

Ihereceuﬂy—h:mdvctermz:ysmffa:theM‘msmyox%lmMnauowa
planning of ministerial audits on the Regions and more caticn imspections on
the esmablishments.

With referance to the findings of the FSIS-USD inspecmon in May-June
2001 a working group camposed of veterinary smffﬁ'omthe Ministry of Health and
mhkgonsmmmorwmrmnalmthemspecuonmdcmolby1)
drawing up uniform operative pracedures 2) drawmg up fp::ms to recard the checks
carried out respectively by the official vetermarians mdbj(theheaa. of the vererinary
service and 3) drawing up specimen report forms for inspections, carried aut by the

regional andzmmstenalmspec:ors. ‘

In particuiar, the above menticned working group will address:

s Forms (drawing up of check-list and other forms),
« Iorervals of checks,

e Operative procedures,

& Procsdures far solving nop-compliance,

» Methods for recording files.

With referencs o zero toleramncs the working foup Wwill underine the
responsibility of companies in establishing the citical {conmol point in order o
monitor fecal contamination of the carcasses.

- With respect to the verification of own-check procegdures the above menzioned
wortking group will draw Up appropriaté guidelines basedjon the draft circular lewer
already submrittad to the Ragional aurhorities by the Ministry of Health in October
2000 and in compliance with the obligations laid down Iﬁy Decision 2001/471/EC,
which foresees the implemenration and maintenance oﬂ‘ a permanent own-check
rrocadure in slaughterhouses according to the HACCP nnnm-.:les

Toese c'uzdehnes will concern;

e Prerequisites




- = HACCP principles
» Operarive instructions for assessment.

SUPERVISION BY THE REGIONAL AND LOCAL AUTTER

Th:Regmnalvc:ennaryse:vmescmyout'
asszgnmgestabhshm:n:sthsEUapprovzlandmrs
establisoments.

Qo acgvines both for
already approved

The permanent veterinary supamsxon an establishments approved for exports to

the United States, as well as on all ElJ-approved
Veterinary Services of the Local Heairh Unirs.
According to the local simation and to the

various Reagiops, the regional supervision is orgamzed

is the task of the

iou of production in the
the basis of criteria which

may sesm unever.
Faor instance, the operative Veterinary unit of the L

mbardia Region draws up

andxmnlmcnrsanannualnlanmngc:mspecﬁonsameda:vmfymgmatthe
activiies of the Verssinary Services of the Laocal Health Unirs are performed

properly.
Mor=over, the Regional authorities carry out

body finds particulariy sericus problems.

mspezfuons on establishments in
the event that the Ve.en:nary Service of the Local Health

1 Unit ar any other conmol

In all these czses the regional inspecter must draw; up m'inspecdonre_oor:,

remark non-canformities and prescribe the corrective meas
‘Where serious deficiencies are found, the Regional
withdraw the EU approval of the establishment, arnd this

sures to be implementad.
authorily must suspend or
Necessarily emtails also the

suspension or withdrawal of the approval & for export to Th:md Counrries.
Within their guidance and co-ordination tasks for the Veterinary services of the

Local Health Units, some Regions issued their own

gmn:lmes for permanent

veterinary supervisian in order to assure a2 better and more even level of control

actvities by these very Services on the whole regional terss

As far as waining and refresher cowrses for veterinar
some Regions organized training activites; for instance, iy
Lombardia Region carried out 2 course on the assessmenr|

food busmesss, which imvolved veterinary inspectors ¢
Health Units in the ch:.on, moreover, this same Regionl
aimed at crearing an ipspection group to suppart the c

iory.

r Inspectors ars concerned,
A the 1999-2000 period the
of own~check programs of
oming from all the Local
plarred a gaining course
vificers fom the regiaonal

veterinary operative unit in supervising eswblishments ajready spproved or w0 be

approved.

Following the audit of the FSIS inspectors in May-Tune
authorities held mestdngs with represcm.s.ﬁva of the Vau
LEUs located on their territories in order to illustrare the

2001, cermin Regional
erinary Services of all the
inspecrion findings; the=se

meetngs were an oppariunity o recall the reguirements necessary To include

é



establishmenrs on the list of food businesses agprovedfoﬁexporf to the United Stares
andtom:essthcxmpormc‘ofa.mnrccondmmmwp oncytheVezerma:ry
Servicss.

In applicarion of the requests of the Mimistry theRegmnalamhm:mcs,
by means ofth:LHUVete:marySmarecauymgmnaVenﬁcauonofaJlthe
cstabhsbmmmdudadantbch:tform:pmmnhnUmmdSmmlccaedonthmr
mmmmMapmdmmsm@mqmlMonofssoP
and HACCP procedures.

Tthegonsalsomedomrandommspecu onsomeesmbﬁshmcnn
among those included on the US list by means of their|own veterinary inspection
staff.

ON 2001 ¥SIS USDA RT

With reference to the remarks made in the USDA/FSIS inspection report of the
May-2001 andit, we would like to make the copuments be}cw; nevertheless, it should
be noted thar in our view the u'npcmznce that the smglemsaecx:ors atributed 1o each
of the deficiencies found appears to have changed in comparison with the previous
andits. : i,

The findings of the audits carried ant over the last threa years,

The wble below illustrates the Sndings ofthc;nscecnonspermrm:d in
slaughrerhouses, and refer to the US andits performed in 1999, 2000 and 2001, First
of all, it should be noted thar not less than 7 esmbhshm«:m:s our of 9 wers delisted
(one of these was subsequently re-listed), Moreaver, it should be noted thar during
the audits cmnedcmthzsyearnoteveuanesubhsbnmhas been considersd as
“acceptable”.

Slaughterhouses | 1999 2000 |

2001 |

"{ Audited 8 7 i 8 |

Acceptzhia 4 3 ! 0 |
Marginal 4 2 | 3
Unaccantable o 2 S

.The resulrs of the andits on establishments manufaemring mest products wers
nat as dreadiul (see table below). This can be ouly partly e*cplamed by the different
type of productiom, sincs the deficiencies in thc SSOR and HACCP procsdures
shculchaveemergedalsomthlswpeofc thus enrailing 2 similar
assessment and consequently a massive delisting of app i establishments. In our
view, this proves thar the conmrol level in establishments has not suddenly warsened,
but has remained art least on conswnt levels. Despile tbe deficiencies that in some
cases may have teen atribured to the waining of official yeterinarians, especially an

7



issues suchasown—checkdeACCP,itismtpossibTem cigim that the Iralian
cantrol system is on the whole inadequare. 4

Mear products 1999 2000 2001
Audited 18 2 L9
Accepmable 17 2
Marginal 1 0 7 - :
Unacceptabie 0 Q 5 I
Therefore, the problem seems to cancern mainly uses. At this point

the facr that there are only & slaughterhouses out of 141 establishments certified o
onmzheUSupmMay?.OOlcannntpassmmodced,SQmofthesc
slaughtarhouses have been delisted and 3 have been caﬂsideted as marginal. This
means that the exports of meat praducts t the United could be completely
stopped shortly, even though more than one humdred gstablishments will still be
regularly certified ’ i .

This makes us wonder: how can it be that three establisiments considered as
acceptable in 200Q have suddenly been classed as wrable? The past experience
in all Countries has always proved that it is highly unlikeis for an establishment with
adequare standards to become “unsuitable” in the course of a year and vice versa
with respect to procadixes, abave all if these procedures have not changed. Changes
(for the better or for the warse) are normally gradud] and not sudden. While
conceding that a particular simiation may have occurred |in one establishment, &t is
quite difficult to belisve that a sudden worsening has ocourrsd invelving at the same
dme roughly haif of the largest slaughterhouses in the sector.

Moreover, as far as SSQOPs and HACCP, it should be noted that we were quite
puzzled ar the yardstick used far evalnation. Starting froge the assumption that — as
we have scen- most of the establishmenrs delisted jare slanghrerhouses, and
considering that all the slaughterhouses were audited during each inspection of the
FSIS staff, it is clear that the general remarks expressed qn HACCP and SSOPs and
on their development refer 1o slaughterhouses. Thus, it is got clesr why:

1. SSOPs, which were considered as acceptable in most ¢stablisbments in 1999 and

also in 2000, tarned out 1o be inadequate in many sstablishmens in 2001;

2. HACCPE was considered as acceptable i most establishments in 1999, “with
deficiencies in most establishments” in 2000, and becomes “unaccsptable in many
establishments ™ in 2001. :

This is a quite curious development, since food businesses may find difficulties in
making z good start with their own-~check plans, but normglly the sitnation gradually
improves. '

It is really hard for us to undarstand how can it be ther the l2vel of Ttalizn pig meat
slanghrechouses has worsened so much from the points af iview of facilities, bhygiene,
own-checks, HHACCP and SSOPs over a peried of only two years, Togetner with the

s




incapahility of control services to remedy the sitmarion, as stared in the report of the
US authorities:

“This audit marks whar we se€ a3 a three-year trend laf gradually deteriorating
ca\ndmaminnmmeateszablzy}zmermrhatrheGov of Iraly has certified
Jor exportto the United States ” ,

Subsequently, a brief analysis of the causes 13 su :

“The recurring theme in FSIS audit jindings over the trizreeyearszs inadequate
central and regional supervision of local govermment i lon ‘activities in fmIz:an
mect establishments. Mary of these establishments engage n unsanitary processing
practices that rowtinely result in direct contamination of edible product. We see
these issues as inexpicably linked, "

Inadequacy of the regionai and central supervision

This rewrarkc has a csrmain justfication with respect to the lack of formal
insoucdons aimed ar harmonizing the coutrol and supervision pracadures of the lacal
authorities. On the other hand, ar the regional level the instrucrions turned our o
bave been supplied in 2 non-homogsneous way, and ther#:ﬁ)re this does not mean an
absolute lack of gperative insoructions buc a certain heterpgeneity among the various
Regions. In this regard the creation of an intemregional yworking group represents a
possible solution to your remarks on this issue. '

It should be added thar despite the dabates and |the clarifications supplied
during the inspectors’ visit there still is a basic mzszmccrs‘mdlng on the role that has
e be plaid by the conwol bodies involved at the various. levels in the supervisions
activites. We report below what has been nnderlined in s regard in the Teport:

“...inadequare central and regional supervision of lopal goverrment inspection

activities in Italian mear esraplishmernzs... *

“Infrequert visits to establishments by the “second-line’t supervisor, that is, lack of

central or regional supervision over the inspection activities being conducted in the
| establishoments ™ '

“Periodic supervision of Inspection visits 1o establishments performed only once or

twice a year (2000 e 2001)” ‘

The Ifalian system provides for the contnnous| presence of ar lesst one
veierinarian during the slaughter operarions. Often in industmial-capacity
astablistiment more than cpe veterinarian is presant at the same time, and they aze in
amry case civil servangts. The preseacs of a high number of amxiliaries, like in the
United States and in other Counmdes, necessarily lires the' supervision of the
ofifcial veterinarian but in our situadon &t is clear that the monthly supervision
activities on the establishmerr — which is considered alk, a prerequisite by the US
inspcctors — has to be carried owt by the official vetemmarian responsible for the
establishment irself It has to De redterated that the lawer is a civil servant, is officially

¢




pointed and is eligible for such a position oply if he has scquued a UmIVETsITY
?;grce, a post-unjversity specialization diploma, suﬁicxcx::.t Sxperiencs and if he has”
passed a stara examinarion and a public competition. As far asthr: 'sccon{ilevd
inspection, in our view this task is up t the head of the Vetermary Service or a
person delegared by him, having experience and knowl csu.ﬁ:smmmcmryoma.
vaiﬁcaﬂanantbcamhﬁshmemingeneml,onpmcasﬁnghyg‘lene, on the own-
check plan and on the activivies of the official vetegnarian.. A “second level”
verification twics & yaar seems accsptable, considering the high specialization level
which is requested from the official veterinarian and considering that the lamer
carries out a verification every month in all cases. ' o :

As w0 the role of the Regional amthorities and of the Miniswy, they are in
charge of drawing up an amunal plan for the general review of establishments
processing food of animal origin, bur it is clear thar they carmot carry our a
vezrification Twics a year or evea every mouth.

Gn the ather hand, the Regional Amthorities and the- Minisiry — each according
to thelr own competencies - ars in charge of guidanc:anq.ce—ordinaﬁon activities, as
well as of a periodical supervision based on plans and aimed at verifying the wniform
implemenration of the provisions in forcs and of the operative guidance supplied.

The referencas to the inspections carried gut by the p inspection staff

_ In some passages the letter of the US authorities menrions a report published
by the Ewopean Commission reiating to an mspection learried our by the FYO in

Iraly im October 2000 on the pig meat sector. The goal c%i:’ it seems clesr: supporting

the US arguments to reach the conclusion that Italy has a parricular simiation and

represents a “probismartic case”™.

First of all some parrs of the quotatian ars dispumble: '

“In particular, Commission auditors noted that the |lralian central competerm:

authority (CCA) has no legal power over govermmenr vezerinary dctivirles ar

regional level”

There is passage of the report where it is stated that this power axists even though it
is not exercised directly, but this was not quoted.

“No evidence of pest corarol”

Actually the text of the FVO report is the following “ Noj evidance of supervision on
Pe=st control”, and the meaning is substantially different.

“Stertlizers not fiawctioning”™

10



Tue passage foilowing this one is not quoted,. where it is stated that a correctve
m:asznewasadopteddtmgth.cmspeczmnmtbnregard.

Beyond these derails, it has o be underlined that anly some passages of the report
are quoted. These passages are out of the general contexe and thus seem 20 support
the remarks of the TJSDA/FSIS inspectors. But when we run through the whole
report, even though some problems to be remedied underlined, the overall
situation which emerges does nat appear pardeularly werrying, especially if it is
considered within the wider EU context. '
Subsequently, the letter of the US awthorities quotes amother Tepart conceming ao
inspacion. carried our m November 2000 cu the secmdofmjncad meat and meat
preparations (sanca0/1235/2000-mr final). At first sighr|it is rather curious that an
tnspection carried our on a sector which is not invelved in the exporrs to the United
Statas was taken into considerarion, but the aim of this is{berer understood when we
read the final conclusions. .

“The conclusion we reach firom our last three audits—combined with_correlamon
fndings bv_the Ewropegn Commission—is thar Italy s on the brink of a mear
inspecrian system faddlure®.

Pracdcally a report drawn up by the Enrepean Union inspectors on 2 sector which is
not imvolved in the export 1o the United States is used to justfy the sratemert
according to which “Iraly is on the brink of a mest inspection svstem failure .

This starement is a really serious one and is cartainly not sppported by the findings of

the FYO mission in the specific pig mear sector. . :

Similar situations of difficulty of the veterinary activities|emerged from the report of

the inspecdon carried out by the FVO inspectars in the 1.S.A. in June 2000, which

specifically cancerned the supervision on cold stores and the certificarion of fesh

meat, and whose remarks compietely match those mentioned above. In this regard

some specific conclusions on the supervision system are significant: :

e Thers is po continuous veterinary supervision and this supervision can be carried
out by non-vaterinary stait;

« Lack of evidence of veterinary checks;

» Tte comtrols and supervision are not wiform and varylaccording to disticts;

¢ The frequency of supervision is not established but depends on the supervisor.

Also in this case the FVO inspectors detected non-conjormities which were never
mentioned by the US systex (including the presence of c?p.densaﬁon waterl), as well
as the presence of some establisbments which are not co:lnplying with the provisions
inn forcs.

|
We also discovered that many goods coming from the United States were rejected

due 1o irregular cerdfcates, and in fact the US amhoxi’d.c‘g were invited 10 draw up e
paper clarifying the tasks of the vetarinarian, and especially the need for him to be

1]



a:wareeftb.ecma:msofthecmﬁmemdamsmaﬂjrofwhatheﬂgns..&tany

rare, the inspection established that the certification procs;
Considering, the restricted scope of the mspection, the ren

in. for the safety of EU cansumers.

SPE

CATION THE 2001 FSIS USDA.

dures are noc reliable.
narks made seem important

1} According to the findings of the audits camedoutbyﬂ:.ctwom.apccnonteams

3)

4)

in appendix A; actuslly on the finzal tables reiating

the cdreria for assessing the establishments

mpwmbed:ss:mlarh

particular, inspection team A has 2 more severe approach compared with team

B:; moreover, it was requested o delist establisihm
subsrantially similar to other establishmenrs mainta;

copsidered as marginal
Moreaver, we observed a certain tendency to

enrs which had a simarion
jped on the list even though

g,anera.llz: the remarics: the

inspectors detected a presence of far traces on 2-3% of containers examined

and the relevant remark is generalized to “com

contact with the foodsmuffs ™; if the remperature gf

wher=as the other 10 ar 15 sterilizers are above the

2iners coming inta direct
a sterilizer i 78°C-80°C
fixed temperanme of 82°C,

ir is stared thar “the sterilizers are not maintained at the correct temperamre ”.

It is clear that each remacdc has to be assigned

po importancs that varies

according to different criteria, first of all anmy possible consequence thar the

ceficiency may have on food safery. Otherwise,
completely different simations on the same

certainly have ta be ramedied but which provide a:t}m

safetry may thus appear as shocking.
The table reparted on page 1 of the report for
acceptahle estabhsnmmtsandteumargmalata

¢ runs the risk of purting
and problems which
y rate guarantess on food

year 2001 indicames nmina
,3s reiferated on the

table in appendix A: In this regard it should be noted that establishment 172/L

UNIBON - REGGIO EMILIA is indicatad as

;inal, ra-rawiev on the =ble

the single establishments

it {s indicated as scceptable and in atachments A (SSOP) and B (HACCP) all
the Items taken mmto consideration are comsidered favorable. This overzil

evalnarion seemingly confirms the evaluation on the

establisiiment 172/L for export 10 the United S

eligibility of

tates made by the ofcial

veterinarian of the Emilia Romagna Region, Dr Mar::o Pierauroni, on the day

of the inspecdon.

RESULT! ISCLISSION - PART 2 RECORD REVIEW - Inspecton
Syster Controls: ‘

The first point considers as a deficiency what is!
conu-olsyscminplac.mour Counrry, u:ract,

acmaﬂyme featire of the
is stated thar the offcial

veterinariap is presenmt only occasionally in 13 estapiishmenrs, without taking

mto accourt the fact that the ongoing presencs oﬂ'

the official veterinarian is

v+’
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mandarory ond inslmghwdmusmdmingthe"laughmrapemﬁms.ﬁis
remaric 15 a.nc.v}vrone,andisvcryimporm:ﬂso in} consideration of the stress
laid on it in the following part of the repost, Withqur considering that the EU
pmvmnnsdnnotpmvxdcforthadaﬂypmcnocmft_h: o:ﬂiczalvetc:.max:anm
processing establistupenrs; in the specific case oF hams processing 'plams
curing is the prevalent activity thar don’t reach prpducts handling while the
salting of the products is anly done pericdically. | - |
the second point wmderlines a mimmderstanding as .the?uthcrityi_nchargcaf
tbemm:hlysupervisnryﬁsits.thaxacmdingm}thcmmistu‘lalmsmmuns
should be the Head of the Veterinacy service of&rcLocalHedIhUnitcrhis
representative, and not the Regional anthorities,

5) RESULTS AND DISCUSSION - PART 3 - ONi SITE ESTABLISHMENT
ALTDITS SANITATION CONTROL - cross cumang.::;cj‘n :

(in 13 establishments, dripping condegsare...) ; y the formadon of
condensation, mamly in coqlers for cut mear, n ouses performming
heat-curting, represents a real problem which the various esmablishments bave
tried o0 solve for some time without obmaining th )desired' resulrs; however it
should b= noted that in several cases the inspector has overestimated the
imporance of the incanveniencs; [

(in five establishment, the auromaric offal....) the stress laid on certain blood
or fat residues which remain on the ways for wansporting offal after washing
Seems excessive, since abdominal viscera areg't normally imesnded ' for
consumption, and therefors aren’t used as casings for sausages.

" 6) RESULTS AND DISCUSSION - PART 3 - ON] SITE ESTABLISHMENT

AUDITS - ANDMAT DISEASE CONTROL, .
(in seven csmblishmems.....) in this audit the wWay of handling processing
waste is disputed, contrary to what happened in d:eiprevicns audirs:
the UE legislation provide for the identificadon ofjjnaterials not £t for human
use as pathological marerial that mmust be segregate in inviclable comtainer.
Ou the other hend, when marerials fit for human ¢onsumption are 10 be used
for amimal husbhendry on the basis of the company’s choice, it is not necessary
1o color or denamrs them or to identify conrainers. |

The only thing pecessary is a conmact with a specialized company which
- withdraws the marterial in question and subjects rt]:p firther treammenr. All the
containers inside the establishment were made of materials fit for coming into
conmact with foedsmfis, regardless of their use; such conmatners arc washed,
cleansed and disinfected each time before use; '

7y RESTULTS AND DISCUSSION - PART 3 - ONj SITE ESTABLISHMENT
AUDITS Lisreria monocyrogenes tesing: {

Liszeria monocytogenes wsting programs had mever besn: requested before;
following the r=quest of the USDA mspector the jestablishments included on
the US list were requested to add such a testing to their own-check pracedurss.
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304 M/S - MEC CARNI SPA - MARCARIA (MN)

1) The inspection form relating to this i {6 confains some mustakes:
the inspectors has stared thar Dr Pierentoni of the Emilia Romagna Region
assisted to the inspection, instead of Dr. Castoldi off the Lombardia Region;

2) The tempervatwes of sterilizers were recorded hy 2 thermometer of the
mﬁshmmseczﬁbraﬁcnhadmtbeenq:zviouswchzck:dbythc
Inspector; ;

S)ThcpresenccofmouldoutheceﬂingoftheslzugmcrareaomY@ncunedan
area of few square cenrimeters; ’

'4) The mest or £t residues on the swxfaces of the steel conminers imended to
comainthemeatwueonlytwosmaﬂpiec:sofma‘atandfaxwhoscsizeswerc
smaller than ona ceptimeter, out of forty steel comtainers carefully examined
by means of a torch;

3) The insufficient clegning of the lower surfaces of working tables, which are.
motimgndzdtccomeinmeontactwiihmmdcznctnec&ssarﬂyemaﬂthc
direct ar indirect contaminarion of meat, of equipment or of the hands of
operators; |

. 6) The cald room where candensation was detected was Tirmed o and empty;

7) The request for an immediate interruption of siaugfirering after the temperarire
of some sterilizers was found to be lower than fpress2en cannot concsm the
animals already killed; otherwise, waiting to restoly the proper finctioning of
sterilizers, it would be necessary To maintain those carcasses not campletely
processed an the slaughter chain;

8) The supervision by the veterinarian enmusted 0 ido that by the head of the
veterinary service is caried out monthly, as eyidenced by the inspection
reports. !

1 .
92 M/S - FUMAGALLI INDUSTRIA ALIMENTARIE SPA - TAVERNERIO
(CO) ‘

1) Only two knife sterilizers out of five bad a waler temperature lower than
+30°C, the values recorded on the thres other sterlizers were respectively:
+80°C, +81°C, +8S5°C; in this regard it has|tc be .observed that the
thermometer used to r=cord waier tamperanw= had:a measursment relisbilicy of
+/- 1°C; for all the srerilizers the displays showed temperamres higher than
+83°C and this is why the non-conformity was not noted by the person in
charge of the own-check plan; mor=aver, the sterilizers and the?r control board
were completely replaced after the FSIS inspectors’ andit in Fall 2000;




2) The mst found an some facilities did not concern 3 of the surfaces inrended
to come into direct or indinect copract with meat; onecascmWasaamuSed
catepary curve jn the heat-bonmg area.

s)mmccommmzdethecsmbhsnmmnwmmade of marerials fit for
coming into comtact with foodsmuffs, regardless of ‘their use; such contaipers
are washed, cleansed and disinfected each time before use;

4) memofmmmec.ﬂmgofd\emldmgmomoﬂyconmsmdofa
small piec= ofﬁ:,whnscsmmsavzroximamlchm,pmbablypushedonm
theca'lmgdmgthcdcanmgoperauonscamfdoutwnhh:gh-p:asur-
equipment;

5) During the 2000 sudit the risk analysis camied|aut by|the establishmen
mmgememwrdnnltsownHACCPplanwasmdgedaccep:able;dussamz
analysis has been considered unacceptable during 1 2001 audit;

6) In comparison with the findings of the 2000 the establishmen: has
intoduced and implemenred pre-shipmenr dac-:;nem: review procsdures
judged appropriate by the FSIS inspector;

7) During the 2000 zudit the merhods for recording datp.rela;nngmf. coli testing
were judged accaptable; these same methods have bm Judged unaccepable
during the 2001 andit;

8) The establishment was audited in 1999 and 200Q ‘and in both cages it was
Judged suirable;

9) Dr Gridavilla, Dr Naé and Dr Castold] tock note aoffthe final assessment of the
FSIS imspector but did not agree on iy in facy, had they desmed the
deficiencies noted such as 1o jeopardize the appmoval of the establishment
under Dirsctive 64/433/EEC they would have pronoﬁca To suspend it;

10) The Veterinary service of the Camo Local Health Unit supplied derailed
informarion cnthecou:cﬂvemasmesukcnbylettcroflsthme 2001 n.
2251.

643/MU/S - F.LLI MARTELLI SPA - DOSOLO (VIN) |
| )

1) The unacceptable assessment aftributed to this estdblishment was not sharad
by the tegional officer and by the ministerial officer. present, nor by the L
supervisor of the establishment; such a position was alse expressed by meens
of the interprerer dixing the final discussion held in|the establishmenr: in their
view the deficiencies noted compromised neither the compliancs of the
establishmenz with the EU provisions nor the hygiene condidons of meat
vroduction. On the other hand they agresd upon the need 1o take corrective
measurss, which were prompty adoptad, as communicated by the Mantova
Lacal Health Unit by letter n. 3788 of 31¥ May 2001}




2) As&rasthcsmgleremadcsmccnc:med,wewou]dﬁkewmak:clearthat
the establishment has vmﬁedmdreplacedd:oscs?:nbzzrs whase warer level
wasmmnﬁamtmsanmzemewholebladeofkmvﬁ ‘

3) A light was installed in the hog head inspecton in order To improve the
lighting conditions;

4)Asfarasﬁ:epmcnccofsomednppmgcondensaxe,whmhwasonlynomdu
the enmrance of the freezing room for fat pieces furthchm—cumng
area and wansported by amromatic rails , arrificiall v entilation equipment was
installed to reduce the occurrence of thisg i vemcncecambmedm
frequent cleaning of the freczing roam;

:)Tthrsenc:ofmaofmmmlﬁn;ofgrmse of small mear pieces was -
nomd&cpecxa.uymdcrthcrabls,cnthehookp under the comveyor

belrs and genertaily, with twao excaptions, onm::swmnharenotm:mdcdto
come ipto d:rectcmccwuhmmmeanronswmwomommlymm
cases and mineral fat residnes were acmally .aund,mlyonthe apron of one of
d:eemployees mchargeo:removmgﬂm hooks, who did not directdy handle
the mear; insttuctions wers given to prevc:y.; re-occurence of these
inconveniences;

6) As &ir as the presence ofarcsz.d:ze ofmear, ofa@:pmces and of dirr on the
floer of the freezing room for fat pieces, da:l‘yl cleaning and verification
aperations have been envisaged; ‘

7) Corrective instructions were given to the employee in charge of removing the
hooks in the cutting area who had laid his gioves on a board and ook them
back later, and to the employes wha had moved 4 container intended far
curting waste without washing his hands before ¢ !'. ing wark;

8) The cooling warer hose of the carcass splirting sapv conracting bog carcasses

was re-positioned by an adequare hole in the plaxfm:zn. :

9) the meat which had come o comamrhthcﬂaermﬁzecmngareawhm
moved has been withheld and subjectad to trimming of the pert concerned; the
proce&mﬁradcmacmnmmwasadmudancmgmthe
insuctions supplied by the USDA mspector

10) the forms for the verification of any deficieucy noted during the
implementation of the SSOP proc=dwures were revjewed by the esmblishmemnt
management, in. order 1o make them more detaﬂed*andmloredto the featurss
of the establishment itsalf

11) the conrainers for products unfic far hnmen consumption have been
properly idexrified; in case of nead thesc same co:'ztamers may also be placed

" in the cutting room after the sppropriare dm:nmg arnd disinfecting operations:

12) HACCP plan: difficulties have emerged in mterprcung the papers crawr
up by the establishments, as regards the plan |de81gn and the forms for
vc:xfymg the CCPs iderified, any non-conformity, detected and the corrective
messurss put in place. The HACCP plan was r-vgzwed by the establishmant
and was separated from the SSOP plan, as requested by the USDA inspector;
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13) By letter o 3788 of 31* May 2001 the 'Vetermary Service of the
Mantova LHIT supplied derailed information on the corrective measures

adoptad.

1597/L - ANCONA CARNI SRL. - ANCONA (AN)

1) The fat residues — which are very small-sized — i‘.'mmdunﬂ).chmvvorhng
table only concsrned surfaces which do not ¢ mro direct comract with
foodsmffs, that is the mbie legs and the lower pat c‘»fth.cplane

2) Asfaraslabelappmval.tthSinspecmrhadbeqnwldthatdmingthcmdit '
no approved label would be available, sinc= the i In question had
nat yet exportad any product to the United States;

3) As to the compliamcs of the esmablishmeunt with basic requirements of the
HACCPsy:e:m,thaofﬁmalvetennmmchazgcofrheesmbhshmm
commmnricated (lstter ref n. 26646 of 50 May 2001) thar the corrections and
the supplements requested have besn carried out; }

4) The unfavarable cutcome of the audit was not noqnai to the establishment at
the end of the inspection; the establishment had understood that
once the own-check plan had besn corrected the deficiencies remedied,
exparts could have started.

5) The Vererinary Service of the Ancoua.LHUsuuplmd detajled information on
the corrective measures adopted by z Istter on 30 May 2001.

768/VY/S - INDUSTRIE RIUNITE CAMPAGNOLO SPA - CANDIOLO (TO)

1) During the audit a thoracic oifal (out of of them which Transited
before the inspection team) fail into the gumer b:p:ore veterinary inspection,
The ogeratnr,w:thomfollcwm,themtrucdnnsgprenm bim, did not hang it
back. Therefore, the carcass reached the inspection site withour such an offal
and was sent to the room for retained products andthcasetapart]‘nsum,thc
offal was not acmally recavered, an actual nroulan has occurred, but it enly
conc:medom:pxgwhosemcasswasdedamdasunﬁtﬁmhuman
consumption and rerained. 'I'hcz‘efcre, in our view 1Jit is not possible to consider
this deficiency as evidencs of the inadequaie qmncmon standards of the
Veterinary Service. The fact thet a similar inconvenience is upusual is
demmonstrated by the absencs of any other offal inj the gixter, despite the fact
that roughly athm.sandngshad alre..d.ybeenslaugh:cr

2) As to the presence of condensarian, the situation ?u. the whole has xmproved,
even though the problem has not been compleralm solved. The mear could be
directly countaminated only in the room for re meat, even though no
hq_um dnnpm., cm:‘ct.y on the meat was noted. In the other prcx:mses the meat
is stored in such a2 way as to make it mvossszle: o place It in ar=as where

.
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condensarion may develap. It should be noted thap pracucally ail the rooms
where carefillly inspected. Last year condensarion also besn found in the
curting ro besides the chilling rooms.

3) Dirtycorto:m andtables:itﬁmbznotedthax high mumber of containers
, wminspa:ﬂmdajsoﬁmtonlycnavetylowgmbamﬂ:cse.cmmm
m&soforgenicmmdalwemfmmd,anda:anym{goﬂyoncmwhm
the mear is stored after being wrapped with a plastic sheet, thus avaiding any
direct conract. No maces of dirt were fomnd an the{sixfaces of tables, bur onty
on the lower perts in some cases. ‘
4)Ahalf—arca$sa:ddmﬂy&ﬂduﬁngmnﬁng.aﬂidcne of the operators m
charge of managing non-conforrmities did not his hands before resuming
waork, contrary 10 What the others did. The operator avowed he did nort think it
nec=ssary to wash his hands, aven in the presencs of the inspector, since he
had used a clean hook and therefore ke had not touched the half~carcass by his
hands,andhehadtotzkeimmediateacﬁonin‘ordcrtoprcventasimﬂar
inconvenience ffom re-occwrring. It has 1o be underlined that the halt-carcass
Was ar amy rate set apart for firther weammenr. Dyuting an inspecton in the
United Stares carried our in the year 2000 the FVQ inspectors noted that in an
establishment the carrective measures envisaged Gy the SSOP procedures for
pig mear falling on the foor consisted in ing meat with potable water;
such. a procedure had not been disputed during rounne checks. :
35) EACCP and own-~checks: During the audit there bhave cerrainly besn
misunderstandings as to the-term “critical limij », bur then sight of the
fundamental point was lost: the amtainment of the goal, that is zevo fecai
contamination. What was defined by the esmblishmenc as critical limir is
maybe something different, an atlention threshold, bur whar counts is thar
establishment achieved the goal.
6) At the time of the audit, no canditions susceptible of presenting risks for
buman health were noted in establishment 762MS.

7) By examining the remardcs made last year, the |solurions adopted and the

remarks made during the last audir, It can be [nodcsd thar the problems
emerged in the 2000 audit ware remedied (and thersfors solutions were
adopted). Therefore it is not possible ta siaze that the problems are always the
samc,northa:theestabﬁshmemandtthem?Servic:did not implement
the measures requested. Moreover, the statement according tw which the
situation has gotten worss is questonable. i

8) No visible facal contaminetion was found cn ' ; therefore, the system

put in placs by the establishment has to be considened as affective.

9) The Carignano Local Health Unit n. 8 supplied Hetailed: information of the

corrective measures adopted by a letter of 1% June 2001.

272 M/S/L - CESARE FIORUCCI SPA - SANTA PALOMBA (RM)
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» By lemsr n. 1398 of 1* June 2001 the vetermery service of the Rome-H LHU
communicated thar the deficiencies observed by the US inspectors had been
remedied, atdadmﬂcdreumofallthecomcuve meesures iaken was

attached.

989/L. CORTE BUONA SPA - PALIANO (FR)

1) The establishment supplied detailed information on the corrective measures
adopted by a letter of 25 May 2001.

2. Andit oa laboratories

‘ |
1. Lazio and Tascana Experimental Zacprophylactic ffnstitnta azs)
F cod Microbiology Laborztory (Rome)

a) Salmonella: The ur:ocednres used by the IZSLT for|Saimeonella testing camply
with the methads recognized by intemational standaxds (15Q 6579/93) and are
accredired by SINAL. -

5) éﬁserza moracysogenes: 2 different me:hods are used, and both are accradited by

AL

1) the method foreseen by OM 7.1253 (Ofﬁczal Jonmal 0291 of 13-12-1993" -

Limits of Listeria monocyrogenes in. cazain foodgmffs ™ for foodsmuiTs ta be

consumed after cooking, since the Iralian legislatden not only provides for the

search and idemtification of the germ but also for the quantification of the
nurber of L_monocyrogenes present (auanmaﬁve)*

2) the method UNI EN ISO 11290/1/97 for the othet ThodsnfTs (qualitarive

method, indicating only the presence or absence ofLmonocytagenzs in tested

products).

c) Generic E.coli: the method used is accradited by! SINAL and vaiidaed by
AFNOR . (French Normalizaton Assaciation).
Such a rafersnc= was available at the laboratory but ,was neither requested nor
examined by the inspector. |

i
d) Sample verificarion program: the IZSLT food microbiology labaratories take part
o muld-laboratory essays (QM and Senate). Ccnsxdenn= thar the ourcome of
these muld-laboratary tests has constantly besn satisfactory for Safnonelle and
Listeric testing, and evidence thereof =dsts up to 1999, the Institure decided to
take pext in thse multi-lab tests also for other pathogemic secrms based on a
rotation program.
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According to such a program, Saimonelila and.l'.z.stel‘da testing are scheduled 1t
next October. : .

Moreover, it should be noted that the Instiate jpined the expemmentation
requested by the Minisoy of Health of the Pilot Plan an Salmoneila and E.caol
testing on. pig carcasses by menaus of sponge mples‘goﬂeaeﬁ. by the competent
LHU Veteri Services in slanghrerhouses approved for eiport o the United
States (Circular Letter of the Ministry of Hezith rqf. 600.3/SP.31/688S of 25
Qctober 1998 and Circular letter of the Ministry 0fIigelth. ref 600.3/SP.31/7592
of 24 November 1998). :

Such, tests were carried out in ovder to campare the ISP 6579/-95 method and the
ADAC 967.25/9S method for Sabnanella and the TSQ 7251/93 merthod and the
AQAC 991.14/95 method for Ecoli (Circular Latter of the Ministty of Health .
ret. 600.3/SP31/8233 of 29 Decarmber 1998). |

The resuirs of the Pilot Plan for E.coli testing on pig carcasses are reporred in
Circular Letrer of the Ministoy of Heaith ref 600.5/SP.21/5578 of 14 September
1999,

Subsequently we_pever recsived any specific commmuymication on the sampling
methods and frequency and on the analytical methods o be used for foodsmifs o
be exported 10 the United States.

Fdod Microbiology Labaratory (Florencs) ' ‘

The same goes for the remarks made by the Inspector !zt the Florenes laboratory
concaming the procedures used for Salnonella, Listeriaimonocyrogenes and E.cali
" Tesiing, sample quantiry and sample verification program. |
As far as the remark an the use of plates divided in half, such a methad is based on a
requirement which precsded the procedure in use at the tme of the audit. This non-
compliance, which is ar any rate exclusively formel|and not substenrial, was
oramptly solved by inviting all the operarars o comply fp-ictly with the procadures
mn use. ' .

2. Umbria and Marche Experimental Zooprnphylacﬁé Tastitute:
Foed Maubiology Laboratory of Ancona and P=ugia

2) Salmonella: both the screeming methods used in the two laboretories were
validated respectively by ACAC and AFNOR. With|jegard w the confirmarion
method, both laborataries use the same method (PG MICALI PRT OO7 rev.
004) accredited by SINAL. .

Salmogpellz testing on carcasses by sponge sampling was never asked for by the
offcial sampling badies and thersfore never carried out in our laboratories.

|
b) Lisreria: the screening method used in the Perugid Microbiology Laboratory
was validated by AFNOR. - :
Also the culuwre method used oy both laboratories (PGMICALI PRT 007 rev.
043) has bean accredited by SINAL. _

¢} Generic E.coli: the methad used in both laboratories (AN MICALI PRTOO2
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. 004) | cnly accredited by SINAL bt fis alsc an Italian stendard.
rmc;hnd )(dvgg:n:;m 3{.INI U 55005300 — September 2000) and is also
intemationaily recogmized by ACAC (BAM Edirdon VI of 1998).

All the ioned procadures copstamily undergo ¢ quaﬁtyicont!_'nis,bywa.yof
mdaiemgx natonal and inrernational mmiti-laborarory circuits; evidence thereof
has been carefully axamined by the FSIS inspector.

3. Emilia-Romagna Experimental Zoaptophylacﬁc [nLﬁmt: .
Food Microbiology Lakararory of Brescia ' '

a) Salmonella and Listeria monocytogenes: The research methads for Salmorella
and Lisperia monocytogenes axe accredited by SINAL.|
The validation of these methaods was camried out (following a General Procedure

establishing minimum vatidation criteria for microbialogical methads) by a mmit-

laboratory essay but also by a cowmparison with a “Gold Standard” refarence method

(ISO 6579/93- ISO 11290-1/96). The resuits of the abqye mentioned tests haven't

been viswed by the inspector even if available ar the labojamry '

The raview of the above~mentioned methods forssees the inclusion of the validation

parameters optained from the referenced tests.

b) Escherichia coli: The general methad far E. cof testing is accredired by SINAL.
This method - sull in tev. O - has besn tested many times in inrer-laboratory
circuits, even though not in recsat perjods. The revisyw will includs the precision
parametars af repestability at thrae different contamination levels. It will be also
svecified how to assess the results obrzined in the course of time. The results of
the above memtioned tests havent been examinedl by the inspector even if
available az the labaratary. '

4 Experimental Zaoprophylactic Institnfe of Piemionfe, Liguria and Valle
d’Aosta

Food Conmrol Laboratory of Turin

The methods used for Sabnonella, L. monocyrogenes and E. coli testing are
aczredited by SINAL.

2) Satmonella (ANFOR V08-052, 1997): The method is validared by ANFOR
(French Nommalization Association) and refers 19 the EU narm EN ISO
6579/1993. l




by Listeria monocytogenes (ANFOR V08-055, 1997): Vatidared ANFOR, it refers w
the ELT norm EN ISO 11290-1/1996.

¢) E coli: we apply the proposed ISQ/TC/34/8C9/N330;1998, which became a EU
norm after the appraval of the ISO Commission (ISQO/FD1516649-2/2000): the
reliability limits are mdicated by ISO7213/1996.

Aumemi&mcaqmtcdﬁrSalmonella,Lzsazrizm genes and E. coli relating’
to the acceptability oflabormym:thpds.hzvebeznnqﬂleraskedﬁ:twd:mkcd
by the inspectar. l

Moxzgver, 1t shquld be noted that our lahoratory tookpaf;inthe experimentarion of
the Pilot Plan requested by the Ministry of Health for Safmonella and E.coli testing
op sponge samples from pig carcasses taken in uses cerrfied for export m
USA by the LHIT Veterinary Services (Circuler letter jof the Ministty of Health
600.3/SP.31/7592 of 24 November 19938).
This experimentation was carded our in collaboration with other Experimental
Zaovrophylacric Insttutas (IZS of Lazio and Toscana, IS of Lombardia and Emilia
Romagna and 1ZS of Abruzzo and Molise). L

The aim of this research was comparing the method ISKP 6579/95 with the method’
AQAC 96725/95 used for Salmonella testing and the d ISO 7251/93 with the
merthod AQAC 991.14/95 used for Z, colf westing (Cixeular letier of the Minisoy of
Health §00.3/sp.31/8233 of 29 Decsamber 1998),

We never recsived subsequernly any specific notice on|the sampling methods and
frequercy, neither on the analydc methed o be used for foodswuils intended for
export to the USAL |

¥

Chemisry Deparmment- Chemistry and Bromarology laboratory

The search for polychloripared byphenyls in tssues is cawmied out by mass
gaschromarography/fragmentography (GC/MS/SIR) after sample purification by
dimensicneal exclusion chromatography (FIPCL-SEC). Af the momenr the percenr of
recovery is not verifiad by addition of comgeneri 3C1Z+merked; for every analysis
batch, it is normally evaluared oa PCBs-free real #nplc added with markers
cengeneri. The real dam obtained om organic matrix (homogenized meat) report
- minirmm recovery vaiues of 68%, (congenere PCB-10}) and matimum recovery
values of 140%, (comgenere PCB-138) at an added leyel of 20 ng/g lipidic basis
(int=rcalibration 05/2000).
Considering the complexity and type of analyzable mamrives (muscular tissue and by-
products, far tissue, egg, milk, and by-products) as well 3s 1he livle concsmmration to
be notad , it is possible w obtain lower percents of recovery compared 1o thase
observed the inspecdon visit




The labaratory will have t improve the dosage perfommances to re-enter in the
acceprability range indicated by the inspectors. | . B

As o the quanrity of sample to be submitted to Salmonella testing, waiting for 2
clarification fram the US authorizies, we inform you thpt the. IZS of Umbria and
Ma:hedaesmtpaﬁnmsanymalysismbehﬂfoﬂmlhnlslmghtenhnusaappmved
for expart but anly for slaughterhouses located in the Repuiblic of San Marino.

5. National Health Institate

. The ISQ references of methods corresponding ta UNL msthods used by the NHI for

Salmonella testing and. E. coli emumerarion delivered to the USDA. inspecrors during
their visit o the laborarory, are ISO/DIS 6579 - Micmb{wlogy of food and animal
feeding smff- Horizontal method for derection pf salmonella spp doc
ISO/TC34/SCON 454 rev lst April 2001 and ISO/WD 16649-3 Harizantal methad
for the enumeration of beta glucuromidase positve Es‘zﬁvcha coli- part 3: Most
probable mumber technique doc ISO/TC 34/SC 9 N499 wil 2001.

B
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